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(7:20 a. m)

DR LaFORCE: If you all wll settle in, we are
going to start off with some presentations this norning.

Lt COL. R DDLE: W want to thank Col. E tzen and
the United States Arny Medical Research Institute of Infectious
Di seases for hosting this neeting of the AFEB, and especially to
Col. (Ret) Ted Hussey for coordinating the neeting arrangenents.

The first thing this norning, we want to take this
opportunity to do sone presentations for several nenbers of the
Board who have served with the Board over the last four or five
years. So, first off, is Dr. Rosenmary Sokas.

Dr. Rosemary Sokas, the Assistant Secretary of
Defense for Health Affairs awards this Certificate of
Appreciation for exceptionally mneritorious service as a nenber of
the Arned Forces Epidem ological Board from August 1996 to July
2001. As an AFEB nenber and nenber of the Environnmental and
Qccupat i onal Health  Subcommittee, your  superb | eadership,
excel l ent organizational skills, and outstanding professional
know edge produced inportant policy and program recomendations
for the Department's Environnental and GCccupational Health
Pr ogr ans.

DR LaFORCE: Congratul ations.

DR SOKAS: Thank you.

(Appl ause.)
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LtCOL. RIDDLE: On behalf of the AFEB and the AFEB
staff and nmenbers, a plaque and a snall token of our appreciation
for your service to the Board.

DR SOKAS: Thank you so rmuch, this is beautiful.

And | really do want to thank Marc and Ben and R ck and
everybody on the Board. It's been an incredibly meaningful
experience. And | just do want to say that | think the mission

of the Board is so vitally inportant, and that it's been
consistently inpressive to ne the quality of the preventive
medicine that's practiced with in the mlitary and the quality of
the Preventive Medicine Oficers who offer this incredible
service. Thank you all.

(Appl ause.)

Lt COL. RIDDLE: Col. Benedict Diniega.

DR LaFORCE: I think you could go anywhere in
this world, and sonebody woul d know Ben D ni ega.

Lt COL. Rl DDLE: Col . Benedict Diniega, the
Assistant Secretary of Defense for Health Affairs awards this
Certificate of Appreciation for exceptionally neritorious service
as the Executive Secretary to the Arned Forces Epi dem ol ogical
Board from August 1998 to Novenber of 2000. Col. Diniega's
superb | eader shi p, excel | ent organi zat i onal skills, and
outstandi ng professional know edge contributed greatly to the
Board's ability to produce inportant policy and program revi ews

and recommendations for the Departnent of Defense.
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On behalf of the Board, the

nenbers, a plaque for a snall

(Appl ause.)

CO.. DI N EGA: I just want
good two years. I
with the Board goes back to the early days of
was held at Dick Mller's shop every year.

t here. But I'Il still be with the Board, and |

a great job.

(Appl ause.)

LtCOL.. RIDDLE: Col. Ben Wthers.

Col. Ben Wthers, the

Defense for Health Affairs awards this
Appreciation for
Arnmy Preventive Medicine Liaison Oficer to
Epi dem ol ogi cal
Wt hers'
i ssues brought
ability

to produce inportant

recommendations for the Departnent of Defense,

the Board and the Board staff.

(Appl ause.)

to say that it

Assi st ant

6

Board staff and

t oken of our appreciation.

was a

really enjoyed the Board and the association

my career when it
Every neeting was

know Rick will do

Secretary of

Certification of

exceptionally neritorious service as the US.

the Arned Forces

Board from July 1999 through July of 2001. Col.
know edge and willingness to assist and cooperate in all
to the Board contributed greatly to the Board's

policy and program reviews and

and a plaque from

Lt COL. RIDDLE: Col. Andrew \Warde.

| failed to mention that

Executive Secretary when Col. Diniega went
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Affairs, so he had a three-nmonth tour of duty also as the
Executive Secretary.

Col. Andrew Warde, the Assistant Secretary of
Defense for Health Affairs awards this Certificate of
Appreciation for exceptionally meritorious service as the British
Arnmy Preventive Medicine Liaison Oficer to the Arned Forces
Epi demi ol ogi cal Board from May 1997 to July 2001. Col. Warde's
contributions significantly broadened the understanding by the
Board of Allied mlitary health issues. Here is a plaque from
the Board and the Board staff.

DR LaFORCE Andrew, before you |eave -- Andrew
doesn't want anything said, but he's been selected for pronotion

to General Oficer.

(Appl ause.)

COL. WARDE: I"'d like just to say a couple of
words -- and I'Il nmake up for it, | promse, by a short
Preventive Medicine update. | just want to say that yesterday

was a rather gloony day because | opened an envel ope and found in
it aticket for a flight back to the UK, with no return flight
on it because | amafraid | amleaving at the end of July. This
has very much cheered ne up. M/ opportunity to work with the
Armed Forces Epideniological Board has undoubtedly been a
hi ghlight of the four years of ny service here. | shall be
extrenmely sad to leave, and this is the icing on the cake for ne,

and | really appreciate it. Thank you all very rmuch.
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(Appl ause.)

Col. (Ret) Ted Hussey. W can't say enough for
all Ted's work in putting this neeting together, and Steve and
Teresa and the other folks here on the USAMRIID staff. From Day
One, Ted has been knocking the issues out and really helping us
putting together an outstanding neeting for the AFEB.

Col. (Ret) Ted Hussey, the Assistant Secretary of
Defense for Health Affairs awards this Certificate of
Appr eci ati on. Col. Hussey's efforts were instrunental in
providing for the nyriad of support and establishment of a
prof essional working environnment aligned for an exceptionally
successful and productive neeting of the AFEB.

(Appl ause.)

DR LaFORCE: W will get things started. | did
want to formally go through sone introductions -- and if nenbers
of the Board would just sort of, as | go through, raise your
hand, if you will. | don't see Steve GCstroff here.

Lt COL. RIDDLE:  Tonorrow.

DR LaFORCE: Ch, he's going to come tonorrow
Steve is the Chair of the Subconmmittee on Infectious D sease
Prevention and Control. Phil Landrigan is here, the Chair of the
Subconmittee on Environmental and Cccupational Health, and Dave
Atkins | rode up with, the Chair of the Subcommittee on Health
Mai nt enance and Pronoti on.

| would ask nmenbers of the Board if we could go --
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I'm just sinply going to nmention your nanmes again, if you could
just signal -- Linda Al exander, whom | saw earlier; Bill Berg;
Pierce Gardner | didn't see yet; Julian Haywood; John Herbol d;
['m Marc LaForce; Phil Landrigan we already nmentioned, Bill
Moore, | chatted with himthis norning; Steve Gstroff tonorrow,
Kevin Patrick; Carol Runyan could not cone. She sent ne an enuil
yesterday, is actually ill. Denni s Shanahan, Bob Shope, Rosie
Sokas we saw, and Doug Canpbel .

W welcone you all to the Spring 2001 neeting of
the Arned Forces Epidem ol ogi cal Board. The calendar is pretty
charged, but 1'm going to ask Rick Rddle to go through some
adm ni strative announcenents before we fornally begin.

LtCOL. R DDLE: W certainly want to thank
USAMRI I D and Col. Eitzen for hosting us. W do have some honored
guests that are here, or wll be here -- Adm Z nble, M=EN
Parker will be here this afternoon, RADM (Sel) Steven Hart is
here this nmorning. Col. Robert Driscoll, also at the head table;
Col. Ed Eitzen, the Commander here at USAMRIID; if he's not here,
M. John Casper, from Arny Commttee Managenent; and, for this
neeting, Col. Robert Driscoll is the Designated Federal Oficial
for the AFEB.

W want to certainly thank Ms. Jean Ward for all
the hard work that went into putting one of these neetings
together. | had no idea before conming in as Executive Secretary,

the effort that goes into bringing our nenbers together, the
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appoi ntnent process, and everything that is

certainly want to thank Jean for that.
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i nvolved, and we

Also helping us out this mnmorning is M. Lisa

M mrs, from ACS She will be running the Reception area out

front, assisting with really any issues that we have, her and Ted

Hussey. So, if there's anything that they can help you with or |

can help you with, please |let ne know

Also, for all the Attendees, please sign in at the

Regi strati on Desk. And we set the cal endar

for the next AFEB

neeting. R ght now, the nenbers' calendars that were turned in

| ooks like 11 and 12 Septenber are open dates for everybody. W

haven't got a place, but we will probably have the neeting here

in the D.C. area.

For today, lunch is on your own. You can either

eat at the Community's Activity Center, which is the left as you

cone in the front gate. | think Ben is going to take sone fol ks

over to the NIH Cafeteria. McDonal d's and several other places

are out the front gate.

For tonorrow, it wll be a working |unch. Li sa

has the nmenu selections out at the Registration Desk, so if you

could go ahead and circle the items on the nmenu selection and

they will bring the lunches in for us tonorrow and we wll eat

here. It will be $6.00 apiece, and if you have correct change,

they will collect that tonorrow when you pick up your |unch.

Restroons are out to the left,
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in the guard area. These two tel ephones out here in the I|obby
are local phones -- 2526 and 2566 for DSN and |ocal. For
nmessages for any of the Board nenbers, if sonebody needs to get
in touch with you here, Teresa's number in the front office is
Area Code 301-619-2772 or 2833.

For the security clearances tonorrow, the first
briefing with M. John Birkner is Secret/NOFORN. W do not have
clearances for Dr. Atkins, Dr. Herbold, Dr. Canmpbell, Dr.
Landrigan, Dr. More, Dr. Shanahan, Dr. Sokas, Dr. Patrick, or
Dr. Shope, but it won't natter in the discussion. So, for those
individuals, if they will just cone late tonorrow, at 8:30, and
then we'll bring everybody in after the initial briefing.

The discussion, as far as vaccine, is really when
you associate the agents wth the countries that nakes it
cl assified. So, really, just a discussion of the agents, the
vacci nes, the counterneasures, and the risk assessnent, everybody
will be able to participate in.

W would like to do a photograph of the Board and
the PM Oficers. If the weather doesn't |ook good for us this
evening, we'll put that off and do it tonorrow

W also have a tour of USAMRIID this afternoon,
and so | would like to see a head count on the nunber of folks
that think they want to go on that tour, and we'll neet at the
front at around 5:00.

For those individuals, what you wll have to do
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is, today, maybe during lunch, at the @ard shack, go ahead and
sign in and get an access badge, and we will neet in the | obby at
5:00 and we will do the tour, because they just gave us just a
nmeeting room access badge, and for the tour we'll be in and out
of the facility. So, if you could do that and, if not, we'll get
that done at 5:00.

Also, the dinner tonight is at Liberty Road
Seaf ood, and fromwhat | hear it's a very good place to it. It's
casual. Maps are in the notebooks and, also, there are sone nmaps
on the back table. And to firmup the reservation, could |I also
get a head count of the nunber of people that are going to be at
the di nner tonight.

(Show of hands.)

Next remnder is to stay on time, so I'll get out
of here. W've had a couple of agenda changes. The BSE
information briefs will be first, after the Command brief from

Col. Eitzen, so note that on your agenda

And then, lastly, renmenber that the neeting is
bei ng transcribed. If you have a comment or question, please
cone up to the mcrophone or speak into the mcrophone and
identify yourself, and also be aware that nenbers of the public
and nenbers of the press may be present during the open neeting
today, but the nmeeting tomorrow will be cl osed.

DR LaFORCE: Col. Eitzen.

COL. EI TZEN Cood norning, everyone. It's a
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great pleasure for nme and for USAMRIID to have the Arned Forces
Epi dem ol ogi cal Board here today and tonorrow. |It's a real honor
for us.

| have a Command Overview of USAMRIID for you.
know that there are several new nenbers of the Board who have not
heard this before, when Col. Parker gave it last year, so we'll
run through that pretty quickly, and then 1'Il hopefully have a
little tine for questions at the end. Next slide, please.

(Slide)

Wl |, again, welcone. And if there is anything
while you are here during your two days of neetings that | can do
to help facilitate and nake things run snoother or easier for
you, please don't hesitate to ask ne or any of ny staff. Ted
Hussey has done a superb job setting this neeting up and he will
be here, but any of us that are here, don't hesitate to ask us
for help.

Since 1990 the AFEB has met at USAMRIID five
times. This is the sixth neeting at USAMRIID since 1990. W are
very pleased that the AFEB continues to see USAVRIID as a venue
that is a good place to neet.

I'd like to personally thank each nenber of the
Board for your service to the Assistant Secretary of Defense for
Health Affairs, all the Surgeons GCeneral, as well as to our
nati on and our servicemenbers. You do a trenendous service for

us to help us through sone tough and thorny problens, and we very
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much appreciate that. Next slide, please.

(Slide)

This is USAMRIID s mission. W are here to
conduct the research to develop the strategies, products,
infornmati on, procedures and training for nedical defense against
bi ol ogi cal warfare agents, and al so naturally-occurring agents of
mlitary inportance that require special containnent.

The first part of that mission is our classic BW
def ense mission for servicenenbers. The second part relates to
the containment features of the laboratory and the scientific
expertise that's here in the Institute, and so we naturally get
asked because of that to get involved in sone natural outbreaks
as well. Next slide, please.

(Slide)

Qur chain of command is basically fromthe MEDCOM
the U S. Arny Medical Command. The Surgeon CGeneral, LtGen. Janes
Peake, is dual-hatted as the MEDCOM Conmmander and the Surgeon
Ceneral. And then down to MEN. John Parker, ny boss, who is the
Commander of the U S. Arny Medical Research and Materiel Command.

Many of you nmay not be aware that MMC, Gen.
Parker's command, is a very diverse command of about 5,000
i ndi vidual s, conprising about 12 major subordinate commands to
MRMC. W're one of those subordinate commands. So, it's a very
diverse and very conplex command, probably one of the nost

conplex in the Arny Medical Departnment. And then, of course,
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USAMRI I D. Next slide, please.

(Slide)

W have a nunber of unique capabilities here that
allow us to do our mission. W have, of course, the scientific
expertise to do the research. W have the ability to do sone
vaccine testing and drug testing in unusual environnents. Not
only can we do the basic science, the nolecul ar biology, but we
can take the counterneasure, the vaccine or the drug, and test it
in animals against the actual |ive agent. W have the aerosol
capability to be able to do that. That's a pretty rare
capability in this country.

And we al so have the ability to do both in-patient
and out-patient field trials in clinical studies. W have a very
strong diagnostics program which | will speak to a little bit
later in the briefing.

W have a thing called Operational Medicine, which
started in 1991, right after the @ulf War. At the tine of the
Qlf War, it was recognized here at USAMRIID that we had the
scientific expertise, but we didn't have the ability to
transition that know edge very well out to the clinical user in
the field, the mlitary Medical Oficers that support our Navy,
our Air Force and our Arny.

So, we developed a concept called Operationa
Medi ci ne here, which was a clinical armof the Institute, a group

of clinicians primarily who are oriented toward transitioning the
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know edge and the products out to the users. And now that snall
departnent has grown to a division here of about six physicians -
- it changes from year-to-year, the actual nunber -- and these
are people wth varied specialties. W have physicians
represented in that group from Navy, Air Force and Arny, so that
we can provide support to all three services. And that, | think,
has wor ked out very well.

W have the only nmaximum BL-4 Containnent
Laboratory in all of DoD. Next slide, please.

(Slide)

In terms of scientific expertise, we have about
130 to 140 doctorate-level people in the Institute -- Ph.D.s,
MD.s, and Doctors of Veterinary Mdicine -- and they nake up a
group of widely diverse scientific and nedi cal expertise, not all
of which is on this slide. This is just a smattering, an exanple
of some of the field that are represented by our people. Next
slide, please.

(Slide)

In terms of our facilities, one of the things that
nakes us unique is that we have the capability to do studies
under BL-3 and BL-4 containnent, and we have about 50,000 square
feet of Biocontainment Level 3 Laboratory space, and 10,000
square feet of BL-4 |ab space, the highest |evel of containnent,
and that space is really conprised of three separate BL-4 suites.

W also have a four-bed Biocontai nnent Level 4
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patient care level capability, and this capability can be up to
| CU-level care in a contained environment for infectious diseases
that would require that level of containment, and we have an
aeronedi cal isolation team that can transport patients to that
contai nment, if that should be necessary.

Qur clinical research ward is BL-3 capable, and we
also have a BL-4 autopsy suite and clinical |aboratory. Next
sl ide, please.

(Slide)

USAMRIID s research basically comes under a
program call ed the Medical Biological Defense Research Program
This program is a DoDlevel program that provides about 90
percent of the funding that cones into USAMR ID. About 10
percent of our funding comes fromthe Infectious D sease Research

Program the MBDRP, so largely we're funded on bi odefense noney.

This nakes our life kind of interesting because
since the folks up at OSD give us our noney and that cones
through channels through DIRA down to the CheniBiodefense
Research Program at MRMC and then to USAMRIID, there are people
way up in the Pentagon who think that | work for them and, of
course, Gen. Parker thinks that | work for him too, and | know I
work for him So, it nmakes ny life kind of interesting at tines,
and our life here kind of interesting, because we have this kind

of dual situation where our noney cones in one way and our
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mlitary chain of cormmand is another way.

Most of the noney is then broken down into three
main areas -- toxins, bacteria and viruses. W're kind of
stovepi ped into agent lines, and the research programis carried
out by those three divisions. Next slide, please.

(Slide)

If you look at some of the products that are used
for biological defense, you can see that there are very few that
are actually Iicensed. The two on this slide are the snall pox
vaccine Vaccinia, which is an old vaccine that's currently
stockpiled by CDC, and then there's also the licensed AVA or
Ant hrax Vaccine Absorbed, which you are all, |'m sure, very
famliar wth.

W have a nunber of IND products, investigationa
new drugs, that have to be given with informed consent. They are
used prinmarily in our l|aboratory to protect our scientists and
technicians when they are working with these agents in the
| aboratory, and those vaccines are given to them under a program
call ed the Special |nmunizations Program here at USAMRI | D

And then we have a nunber of energing vaccines
that we are working on now, really, the next generation of
vacci nes, which are nostly all reconbi nant vaccines using cutting
edge technology to produce a better, nore imrunogenic vaccine,
with the lowest side effect profile and the |owest nunber of

doses possible. Next slide, please.
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(Sl de)

If you look at the nunber of vaccines soldiers
m ght have to receive, or sailors or airnmen, depending on where
they are going in the world, and you | ook at the range of endenic
di sease threats as well as BW threats, you can see that our
soldiers potentially could end up kind of like pincushions with
all the shots they nmay have to take.

One of the things we're trying to do at USAMRI I D
is to devel op sone nechanisns to mnimze the shot burden to our
servi cenenbers. Next slide, please.

(Slide)

And two of the ways we're trying to do that are by
use of naked DNA vaccines as well as a delivery system called
"replicon", and these would provide fewer inmmunizations, at |ower
cost, we can customdesign these according to the threats, and
hopef ul | y enhance operational readi ness. Next slide, please.

(Slide)

W also are working on a nunber of treatnents,
antibiotics and antivirals. And, mainly, since we are not funded
at a level where we can start de novo and devel op new drugs, what
we have to do is take drugs that are in use for other
i ndi cations, off-the-shelf drugs, and look at themin relation to
the threats that are our mssion to protect against. Next slide,
pl ease.

(Sl de)
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W also have a program to |look at genetically
engi neered threats. This started just |ast year. This was
congressional noney that came into our program and basically
what we are trying to do here is start to |look at comon
nechani sms of virulence and pathogenicity of these threats, the
cascades that they can cause in human beings, to try and
interrupt some of those pathways or develop ways to interrupt
sone of those pathways that mght be independent of the agent
that's causing the illness. You know, if we ever face a
reconbi nant -- not a reconbinant -- but a genetically engineered,
possi bly reconbinant, agent that sonebody throws at us, and we
are not sure what we are dealing with, we are going to need to
have sone nechanisns to still protect people or save people in
spite of the fact that we may be facing something we've never
seen before.

This program again, was funded with about 6

mllion of congressional dollars last year, and that was an add-

on to our normal budget. We're hopeful that this will continue
so that we can continue to work on these things. Next slide,
pl ease.

(Slide)

I nmentioned that we have the ability to do
clinical trials here at USAMRIID and in the field. In 1998,
USAMRI I D conducted a pilot study |ooking at reducing the vaccine

schedule for the anthrax vaccine, as well as changing its route
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of exposure in terms of how it's given to our servicenenbers.
And what we did is we |looked at reduction of the first three
doses from three to two doses, and we also |ooked at the
intranuscular route of admnistration as opposed to the nornal
subcut aneous route.

What we found in this study was that, nunber one,
there was no change in terms of inmmunogenicity or antibody
levels, or no significant change, by dropping out the two-week
dose; and, secondly, that giving the vaccine IMwe found still a
good immune response, but nuch lower incidence of local side
effects -- you know, red arnms and swelling and that sort of
t hi ng.

So, we took this to the FDA in Decenber of 1998
and presented this data to the FDA, and the FDA, as they often
do, said, "Wll, that's very nice, |ooks promsing. Go back and
get us |l arger nunbers”.

And so the Congress then funded a study in 1999,
in the Fall of 1999. The nmoney went to Health and Human Services
to CDC, and now CDC is conducting a multi-center pivotal study of
about 1500 volunteers to prove that this data really is
significant to provide support for a change in the package insert
for this wvaccine and, again, decrease the nunber of shots
required and hopefully decrease the local side effects. Next
sl ide, please.

(Sl de)
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USAMRI I D s diagnostic program is a very active
research program that's |ooking at new ways to diagnose these
threats. And our Diagnostic Systens Division, under Col. FErik
Henchal, as well as col |l aborators fromthe Nave and the Air Force
work on these new technol ogi es for diagnostics, including ELISA
ot her imune diagnostics, as well as PCR  And the goal here is
to develop miniaturized diagnostic capability that literally can
be used at the bedside to diagnose a nmultitude of these threats,
and that's where this defense technol ogy objective is headed, and
it"'s on time and on course, and Col. Henchal is doing a wonderful
job as the head of this research program

One of the things that we're able to do because of
our relationship with the Theater Area Medical Laboratory, which
is the only deployable laboratory in the Arny inventory, we're
able to test these technologies in a field environment. W have
a training site out at the farm which is another part of Ft.
Detrick, across Rosenmont Avenue, where the TAM. comes here and
trains. And we have people in our |laboratory, officers and
enlisted, who are profess to the TAML and plug into the TAM. when
the TAM. depl oys. And so what that gives us is a very robust
capability because the expertise goes with the field laboratory
when it deploys, and these are people that work on these
di agnostics every day of their lives here in our |aboratory.
Next slide, please.

(Sl de)
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This just shows the training site out on our farm
and the joint venture between the 520th TAM., which is a 44th MED
Bri gade subordinate unit, and USAMRIID, and it's been a wonderf ul
col |l aboration for wus, giving us a way to nake sure that what
we're doing in the laboratory can be transitioned to the field,
used in the field, and is relevant to the wartinme environnment and
supporting the warfighter. Next slide, please.

(Slide)

| mentioned that USAMRIID supports a lot of
endenmic disease outhreaks, and this has been historically
sonet hing that we've done al most every year. Sonething cones up
that we're asked to provide diagnostic help or research support
or expertise for. Just in the last two years, we've had the West
Nile outbreak in the Northeastern United States that we've been
intimately involved in the diagnostic work for that. Ve
supported the CDC with an anthrax outbreak that occurred in
M nnesota last fall, and we al so have worked to support the CDC s
efforts in Uganda with the recent Ebola outbreak there. And we
actually -- this bullet here speaks to the fact that we nearly
had a US. physician, civilian who was working in Qlu, who
exposed hinself potentially to Ebola in Decenber of this year,
and | spent the whole New Year's holiday on the phone with the
Pentagon and others from the CDC W very nearly had this
i ndi vi dual evacuated to Ft. Detrick and put in our slamer, our

contai nment suite, for observation and potential treatnent, but
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he ended going to Europe after all the coordination that
occurred. Next slide, please.

(Slide)

USAMRI I D has taken on an increasing role in the
i nt eragency response to potential bioterrorism This has been a
m ssion that has really gained strength over the last five or six
years here at the Institute and in many other agencies of our
government. Next slide, please.

(Slide)

W have a number of capabilities that we can bring
to bear to support the governnent in terms of a bioterrorism
event. W can provide help in evaluating the threat. Because we
work with these agents every day and we have sone historical
know edge of their use as weapons in the old offensive program
which stopped in 1970, we have the ability to help wth
eval uating those threats. W can do the diagnostics. V% have
the reference laboratory capability for agent confirnation.
USAMRIID, in fact, is the reference |aboratory for the nation for
baci |  us ant hraces. If the CDC has a question about anthrax,
they cone to us as the reference | aboratory.

W have expertise in physical protection, DECON
and other areas because, again, we do this every day in the
| aboratory. W have the nedical consultation capability in
perational Medicine Division, and we also are involved in a

nunber of national level CON plans where USAMRIID has a
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deploynent role in these, including teams |ike the Foreign
Emer gency Support Team the Donmestic Energency Support Team the
ChemiBio Rapid Response Team and sone of our scientists and
physicians will occasionally deploy either on exercises or wth
real events that may occur.Next slide, please.

(Slide)

This type of support takes us across a lot of
organi zational boundaries, and it literally goes from the highest
levels of our governnent all the way to individual mlitary
units, depending on the issue. And so it's a very conplex
environment, but also very rewarding to be able to work wth
t hese ot her agenci es.

W also work with our Allies on things like this
and, in fact, many of our physicians have taught in the
bi odef ense courses of our Allied governments, like the Australian
course, the UK course, and the Canadian BW defense course.
Next slide, please.

(Slide)

W have a thing called the Special Pathogens
Sanpl e Test Laboratory. This is a lab within USAMRID which is a
forensic |aboratory that was formally started in 1997 using sone
funding from both BACTO, the Treaty O ganization, as well as
DTRA. And this Ilaboratory has the mssion of providing
anal ytical support for potential bioterrorism issues. And what

happens is, we tend to get sanples comng into the |aboratory
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fromthe FBI and other agencies, and they want to know what's in
it, and we have to handle these in a certain way because they may
be used as evidence in a court of law So there has to be rigid
quality control, very good forensics, and a chain of custody
invol ved in managi ng the analysis of these sanples. Next slide,
pl ease.

(Slide)

This slides just gives you an exanple of sone of
the events that we're asked to provide diagnostic support to with
the Special Pathogens Laboratory. And you can see things like
the NATO Summit, the State of the Union Address practically every
year now, the Republic and Denocratic National Conventions, and
occasionally to organizations like the United Nations. Next
slide, please.

(Slide)

| mentioned USAMRI I D s Aeronedi cal |solation Team
This is a one-of-a-kind capability that allows for evacuation of
a highly infectious casualty from anywhere in the world where we
can get transportation -- and that's the hooker -- we have to
have the Air Force, or sonebody, to fly us there and back, but we
have these aircraft isolators that enable transport of an adult
under BL-4 containnent conditions either back to USAVRIID or to
another nmedical center that has contai nnent capability. These
teans are two eight-person deployable teanms. It's an additional

duty for the people that are on these teans, it's not their
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primary job, and they train once or twice a nonth to be able to
do this additional mssion. Next slide, please.

(Slide)

USAMRI I D  has also been very involved in
educational work for biodefense and bioterrorism preparedness.
W, of course, have our historic in-house course, which nowis a
conbi ned course between USAMRIID and our sister laboratory, the
Medi cal Research Institute of Chemical Defense down at Aberdeen
Proving Gound, and that course is a conbined one-week-I|ong
chem bio course, and we put about 120 to 150 students quarterly
through that course. W start one group at Aberdeen, one group
here at RIID and then we switch themin the nmddle of the week
so that we can do essentially two courses at the sane tine. And
this is open to mainly mlitary nedical officers of all the
services. | think it's a very good, clinically-relevant course.
Col. Ted Ceslak's division conducts this course, and | think
they do a bang-up job on the bio portion, as well as Col. Gary
Hurst's division down at ICD al so does a phenonenal job with the
chem cal portion.

But even with that nunber of people, you know, up
to 600 people per year put through this in-house course, we
realized several years ago that we were just scratching the
surface of the educational need. The need just in the mlitary
services alone is in the tens of thousands of individuals that

need this training.
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And so we, about four years ago, obtained sone
noney form the Surgeon Ceneral's office and started a satellite
di stance learning program that we've conducted every year in
Septenber, Medical Managenent of Biological Casualties and
Bioterrorism every Septenber since 1997. And in the four years
of that program we've put 52,000-plus health care providers,
mlitary and civilian, through that live interactive program
which can be beanmed anywhere in the country or overseas via
satellite.

And the cost of doing that is about 1/20th the
cost of bringing a student here to USAMRIID and I1CD for the in-
house course. And | actually think it's better. W can do a |ot
of different scenarios in the satellite course. The satellite
has won nine different docunentary and television awards since
its inception in 1997. It would take us about 80 years to
educate this nunber of people in the in-house course, so | think
it's been a big benefit.

For our success in this program we are now in a
situation this year where we are not getting any funding to do
it. There have been additional requirenents on OISG -- you know,
real requirements -- that have required them to nmake sone hard
deci si ons about funding. And so we have not been able this year
-- although I have been continuing to knock on doors, | haven't
been able to cone up with funding to do this year's course. So,

it's on hold right now Next slide, please.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

29
(Sl de)

W al so have a nunber of publications out that you
are probably very famliar with. You have in front of you the
new Fourth Edition of the Blue Book, the Medical Defense Against
Bi ol ogi cal Warfare Handbook, which has been published since 1992,
and | believe that we've probably put that into the hands of well
over 100,000 health care providers since we started printing it
inthe early '90s. It's gone through four different editions.

And our chenical defense colleagues have a very
simlar handbook that's al so gone through several editions. W
have the Textbook of Mlitary Medicine, which is kind of the
reference book, and our scientists and physicians also publish
very widely and broadly in the nedical literature. Next slide
pl ease.

(Slide)

USAMRI I D works with a nunber of other agencies on
research collaborations, including agencies |like DARPA, the NH
CDC, the DOE Labs, our sister services, the Cooperative Threat
Reduction Program involving research in the fornmer Soviet Union
et cetera. And so this, | think, augments our program and nakes
for a very diverse and collaborative relationship with a nunber
of other agencies. Next slide, please.

(Slide)

These are the "Tech Base" products that USAMRIID

brings to bear for the nation, not just the basic research, but
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also the vaccine candidates, the candidate therapeutics, the
testing of those, the diagnostic capability, also the information
and the education and the expertise and consultative capability
that's always here and available should the country need it.

Next slide, please.

(Slide)
Now, I'd like to share with you -- |'ve got about,
| think, ten nore mnutes left -- and I'd like to share with you

just a few slides that cane out of a briefing | gave to the whole
Institute about a nmonth ago, in April, called "The State of
USAMRI I D', and this was basically designed to give our people ny
sort of overview on where we are, and | thought it mght be
interesting to the Board nenbers to hear from ne where | thought
the Institute was in terms of how we are doing right now  You
know, you have heard the canned briefing, you know, all the fluff
and the good stuff. Let nme tell you now kind of where we are.

Next slide, please.

(Slide)
I think we are in excellent shape overall, and the
reason | say that is because, first of all, we have commtted,

very commtted, outstanding people all throughout this Institute.
W have lots of people who could walk out of here and increase
their salaries by 50-100 percent easily, wth the state of
bi ot echnol ogy today. But for sone reason, which |I'm very

grateful for but don't quite understand, a lot of these people
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elect to stay here. There is sonething about USAMRI I D that nakes
people want to stay here and work here. It's a spirit that |
really can't quantify for you.

VW have excellent |eaders in all the areas of the
Institute, both research and operational, and we are now about
7600 strong in terms of civilians, nilitary and contractors
whereas several years ago, in the md-'90s, we had about 450
peopl e. So we've grown significantly, but that's also created
sone problens for us in terns of the fact that we are bursting at
the seans space-wise, but it's given us a lot nore expertise
bringing in those additional people.

Fundi ng-wi se, we are in nuch better shape than we
have been in the past. In the md-'90s, '96-'97 tine frane, the
total budget of USAMRID was in the $18 to $25 nillion a year
range. That's barely enough to keep the lights on here and keep
the place running. It takes about $17-18 -- at that tine, it
took about $17-18 mllion just to keep everything going and pay
salaries, so we didn't have much noney for the research.

Now, of course, our overhead has increased, but
we're now at a level where we're bringing about $52 mllion a
year. About $43 mllion of that is core research dollars, and
the rest of it is reinbursables for the other work we're doing
for other agencies that we collaborate with. So, conpared to
where we were in the md-'90s, we're in pretty good shape there.

Next slide, please.
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(Sl de)

What about facilities? This building is getting
pretty old. It's about 31 years old now, and rmuch of the
contai nment equiprment, the infrastructure that allows us to do
what we do, is original equipnent. But, fortunately, past
Commanders and facility managers have done a great job of keeping
this place in good shape, and all the containment |aboratories
were renovated in the md-'90s, and we have several renovation
projects going on as we speak. So, for its age, the facility is
in pretty good shape, but we're going to need a new USAMRI I D, and
we're going to need it in about ten years or less, | believe.

W've started a Master Facilities Plan this year
to start the process of MLCON, nmilitary construction, to build a
new facility.

What about reputation? Vell, 1 think we are
better known t han ever bef or e, bot h national |y and
internationally, and it's a credit to the work of our scientists
and our physicians. It is a tremendous honor for me to be in
this position to represent those people because they are the
reason USAMRIID is what it is. Wthout the people, we wouldn't
have nuch of anything. W would have the shell and the
infrastructure, the building, but we wouldn't have the ability to
do what we do.

And | think overall, at least in the mlitary,

we're still the go to organi zation for the nation for
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bi ol ogi cal defense matters. Next slide, please.

(Slide)

What are ny four top priorities for this Institute
over the next couple of years? One of the things we really need
to do is get sone new products out there for our servicenenbers.

W' ve got sone aging vaccines. W' ve got sone areas where we

don't have a counternmeasure at all. And so over the next two
years, | hope to transition to advanced devel opment three key
products -- the new reconbinant anthrax vaccine, the F1V Pl ague

vacci ne, and the common diagnhostic systens that cone out of our
DST research program

I want to work hard to inprove quality of life
within the Institute, including our processes to get things done
day-to-day better for our scientists. That's very inportant in
recruiting, retention and professional devel opnent of our staff.
Probably ny nost inportant job is, when | leave here, if | can
say that we've kept the scientific expertise or even enhanced the
scientific expertise of the Institute, we've still got our
talent, and that's probably ny nost inportant job, and it's going
to be an area of enphasis.

And, finally, we're going to work very hard with
the Joint Vaccine Acquisition Program and the JPO who are the
advanced devel opers for our products that are transitioned into
advanced developnent, to bring them to licensure. Those

organi zations don't belong to us, they are DoDlevel
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organi zations, but we're going to work very hard to inprove the
relation with JVAP and JPO and we're already working hard on
that. Col. Danley and | talk very regularly to make the process
work so that advanced developrent is really kind of integrated
into this Institute early on in the life of a product, and we
take nore of the pharnaceutical industry nodel to bring these
products to licensure better, because our track record, quite
frankly, in the biodefense world is not real good.

W' re probably under-funded for the scope of what
we're trying to do, still, but we can do better, | think. Next
slide, please

(Slide)

Sone other areas of focus for nme will be to try
and bring in sonme operational funding for the operationa
conponents of our mssion -- sone of the bioterrorism support,
sone of the things our Operational Medicine D vision does, as
well as sone of the educational prograns. As |'ve alluded to in
the briefing, we have some problens with consistent funding in
this area, and that's going to be a focus for nme to try and fix
that during ny tine in comand

And we are right now rebuilding our dinica
Vaccine Studies capability. That was hurt by the |oss of severa
people at one time two summers ago, and we're going to conplete
the job of revitalizing our Special |munizations Programto nake

sure it's conpletely up to all FDA regul atory standards. W kind
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of have right now a m ni-Manhattan project going on here with our
SIP program to get data entered and to bring everything up to
state-of-the-art FDA regul atory guidelines. That program -- to
do this, to make sure that the SIP program is functioning and
provi de support for our enployees is going to cost nme $3- to $4
mllion a year, to keep these old vaccines up-to-snuff and goi ng
for our people. That's not an insignificant cost in our budget.
Next slide, please

(Slide)

And we're going to work toward building a new
USAMRI I D eventual |y, and naking better use of the space that we
have. W're going to try and increase team ng across divisional
boundaries in the Institute, to make for nore collaborative and
better research here, and to use the talents that we do have in a
better way.

And the ultimate goal, of course, is to nmaintain
rel evancy to where the Arny and the DoD are going, including Arny
transformation and all of the effort to revitalize our Arned
Forces. Next slide, please

(Slide)

So, that's USAMRIID. USAMRIID, | truly believe in
ny heart and every day | walk in this building, | kind of pinch
nysel f because | think that we're a unique resource for this
nation. W're not just an MRMC or an Arny or a DoD resource, we

are a national resource because there is just not another place
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like USAMRIID in this country. And we're here to create nedica
products and information for the warfighter, for those who
support the warfighter, and for our country.

That's ny briefing to you this mnorning. I hope
|'ve stayed on tine. And | don't know, Dr. LaForce, if | mght
have tinme to take a question or two.

DR LaFORCE: I think we've got tine for a few
guesti ons. I would start off by asking you, from vyour
perspective, what's your biggest threat? In other words, what is
the biggest hazard that USAMRI I D faces, or the biggest challenge
that it faces over the next two or three years?

COL. EITZEN That's a good questi on.

DR LaFORCE: I nmean, this all sounds terrific,
this is wonderful, but what's the other side? In other words,
what's the risk side? | mean, is your funding stable? |Is the
core funding stable? | nean, 40 out of 52 or 55, is that extra
$15 mllion pretty stable, because it sounds like that's the
edge. That's what gives you the flexibility to be able to do the
stuff that you're tal king about, right?

COL. El TZEN Yes, sir. | have a nunber of
t hought s on your question, so let me kind of give a little flight
of ideas here.

W are responsible right now, if you look at our
STOS and DTGS, our technol ogy objectives, we are responsible for

getting out about 15 or 20 different medical products, vaccines

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

37

or drugs or diagnostic systens. The level of investnent that a
bi g pharnaceutical conpany would have for that type of a research
program would be at least ten or nore tines the level of funding
we are funded at currently. So, although our funding is better
than it was in the md-'90s and it's stable, it's going to
increase slowy over the next three or four vyears, | still
strongly believe that we are under-funded for what the DoD is
expecting us to acconplish.

Now, we have historically here done a lot with a
little, so I'm hopeful that we can continue to produce w thout
the levels of funding that you would expect to see in industry
for a program that we're trying to acconplish. So, that's one
risk.

The second area of risk -- | think there is an
issue floating out there that | didn't mention in the briefing,
which has to do with biosecurity. There are people starting to
nose around | aboratories |like USAMRIID, who are saying, "Wat are
you doi ng about making sure that Ebola or Lassa Fever or one of
your pathogens doesn't walk out of this |aboratory?” And the
word "biosurety" gets nentioned a lot.

And some of the people who are tal king about this
i ssue are people who cone from a DCE nucl ear background -- you
know, of barbed wire fences and arnmed guards and a |ot of things
like that, in an environment where you can count things every day

to nake sure something is not mssing.
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And sone of the people that we're trying to talk
to about this issue or are trying to engage really don't
understand the work we do. The CDC has this problem W have
this problem The folks at Plunb Island have this problem 1'm
afraid that if we don't cone to some reasonable neasures -- and
this wll affect wuniversity laboratories, by the way, too,
because there's a lot of extramural stuff going on -- so that's a
maj or issue for us, | think, that's comng in the next couple of
years, that we're going to have to grapple with

And, you know, our safety record is pretty good,
but if something were to happen unusual -- you know, we had an
expl osi on or sonebody, you know, an insider were to do sonething
unusual -- that could be, | think, a great risk to the
| abor at ory.

Overall, | think things are going well, as | said,
but we do face sone risks and sone issues.

DR LaFORCE Q her questions for Col. Eitzen?

Yes?

DR BERG Bill Berg, Hanpton Health Depart nent
I have a comment and a question. I hope, regarding the
bi osurety, you can get the word out how this -- you know, your

safety record, how this does differ from Departnment of Energy
concerns.
What went through ny mnd when vyou started

nmentioning this was what happened about eight to ten years ago
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regarding NICSH and tuberculosis, in which NNOSH wanted to bring
its expertise dealing with industrial hygiene and nmining and the
need for respiratory protection to a hospital environment, which

was totally inappropriate, and in a worst-case scenario, you were

trying to take care of people dressed in alnbst a BL-4
contai nment suit. So, | hope you can be proactive and get the
word out.

The question | had is that the Board, over several
neetings, has urged devel opnent of a Staph Enterotoxin B vaccine,
and you didn't nmention that in your briefing. Were do you stand
on that?

CO.. EITZEN W're in good shape on that. W've
had a pre-IND neeting with the FDA. W' ve got a fornmal package
that we've presented to them and we've got an IPT that is in

process to bring that product on to advanced devel opnment, so

we're in pretty good shape there. That one -- you know, | don't
see that -- you didn't see that on ny top four priorities, but it
is a priority. I[t's just not quite up there with those other
three.

DR BERG Thank you.

CO.. El TZEN And that's based on the [|andscape
that | see out there. The people that we work for are really
demandi ng the next generation anthrax vaccine, they are denanding
a pl ague vaccine, and they are denmanding the diagnostics, and the

other reason those three are at the top of the list is because
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they are the closest, that we have the best chance of getting
them out in the very near future, although SEB is right there
with them It shouldn't take us very long to get SEB into
advanced devel oprent eit her.

DR LaFORCE: W should nove on. Thank you, Col.
Eitzen. Look forward to the tour this afternoon.

An adnministrative announcenent. Anyone who has
got a N ssan Sentra, Mssissippi license plate 1428B, your lights
are on. Thank you.

W're going to begin the Preventive Medicine
updates, and Col. Diniega wll begin. Col. Dniega is the
Program Director for Preventive Mdicine and Surveillance, the
Ofice of the Assistant Secretary of Defense for Health Affairs.

Ben?

CO.. DI N EGA: CGood norning, and thanks again,
Marc. The updates are very interesting because whoever nmakes the
schedul e gets beat up because there are nine people trying to
talk within 70 minutes, so we always try to give sone tinme to the
peopl e we know wi Il take a longer tine to give their updates.

| just want to nention a fewitens to the Board as
an update or a new issue but, first, | want to mention that the
Joint Preventive Medicine Policy group works on a lot of the
Preventive Medicine issues at their nonthly meetings, and they
really get a lot of work and issues resolved at the nulti-service

| evel .
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(Sl de)

The first itemis the continuing saga of shortage
of wvaccines, and those vaccines that are at-risk are always
di scussed at every neeting with the Joint Preventive Mdicine
Pol i cy group.

The Tetanus Toxoid issue, the shortage is still
there, and it's expected to continue to early 2002 at the best.
W are experiencing in all the services, difficulty in obtaining
adequate vaccine to do recruit vaccinations and sone of the
| arge-scal e, routine preparation for overseas novenent exercises

The group, as a whole, agreed at the last neeting
to put the nessage out at the service levels to remnd people
that recruit vaccinations and routine 10-year booster are in
| ower categories. There are six categories recomended for
prioritization by the ACP, and we have put recruit vaccinations
and routine 10-year deploynents in the | owest category.

Depl oyers to high-risk diphtheria countries are

still very at the top of the |ist.
(Slide)
| nfl uenza: There had to be a DoD policy

nmenor andum | ast year because of the shortage, and there are
categories for prioritization of immunization put out at the DoD
I evel . Usually, the influenza prograns are handled at the
service | evels.

This year, the vaccine was changed. One of the
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conponents was changed. The nanufacturers do not expect problens
with any production, and so at this point no shortage is expected
for the vaccine, however, the vaccine cost wll rise
significantly. And as far as the inplenmentation of routine
vaccination is down to age 55. CDC has not nmde a decision on
whet her or not that should be inplenmented this year or not. It
would require an additional, they estimate, about 15 mllion
doses for the nation if they were to lower the age this year, but
they should be making that decision sonetime this sunmer. The
next meeting of the ACCP is in June.

(Slide)

And the last itemon ny list is near and dear to
the Board in this nmeeting of the Board. Two years, in 1998, the
Board made significant recommendations on the BW Threat List and
what other things should be |ooked at besides vaccines, and |
just want to let the Board know that there's been progress nade
and you wll hear about it tonorrow when we talk about the
Medi cal Risk Assessnent project that the Arnmy, as executive
agent, has worked on.

But we have begun discussions with the people who
generate the Threat List, DA and also the proponent of the DoD
directive that nandates the use of the BW Threat List and vaccine
devel opment, and the proponent for that directive is the
Secretary of Def ense for Thr eat Reduct i on and

Counterproliferation. So, we are engaged in ongoing discussions
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on looking at how the directive needs to be changed. And,
certainly, the AFEB discussions over these next two days, and
especially tonorrow, wll inpact greatly on what the final
outconme of those discussions about the DoD directive and the
Threat List wll look Iike. And that's all | have. Any
qguestions?

DR LaFORCE: Except | would make the observation
that | really am chagrined to hear the story about Tetanus
Toxoi d. When | looked this up several years ago, as | recall,
all the casualties during the Second Wrld War led to a sum
total, | believe, of five cases of tetanus in US Mlitary
Forces during the entire Second Wrld War, again, as testinony to
the efficacy of this particular antigen and, to ne, it is just
astonishing that we sort of find ourselves not only here, but
also in the civilian sector, everybody is scranbling around
looking for really a fundamentally inportant agent in terns of
the general immune protection of the American popul ation, not
only the warfighter but everybody.

CO.. DI N EGA You' re very right. The inpact of
shortages of vaccines goes through all of the sector -- public,
mlitary and private sector. There are many groups working on
this. The Interagency Vaccine Goup discusses this on a regular
basis at their weekly, or their nonthly tel econferences, and the
US Mdicine Institute had a vaccine forum recently, co-

sponsored between DoD and Mlitary Medicine. And the IOMis also
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taking a look, and the National Vaccine Program Ofice is taking
a look, at the recurring shortages that have occurred in our
country.

DR LaFORCE: Thank you, Ben. I"'m sorry,
guestions?

RADM Sel ) HART: The question | was going to ask
was pretty nmuch what Dr. LaForce asked. Specifically, since the
impact of this sort of protection is nost greatly felt on
readiness in the warfighter, so our population has a greater
interest than anybody else, what is our -- how do we nonitor
industry so that we anticipate -- instead of investigate why
there is a shortage, how we anticipate that there is a change in
capacity, or a potential change in supply?

CO.. DDNNEGA: W, at the nilitary level, at |east
at the Preventive Medicine level, we have discussed this at our
neetings, and we are linking up nore wth the Logistics
Acquisitions people now, and we've asked them to nonitor the
industry. | think some of the things that have happened are al
driven by business practices, many of them -- you know, is it
profitable and, as people nmerge, they get rid of the Iless
profitabl e arenas. And vaccines are very expensive to produce
now, and there are |less conpanies interested. And the CDC al so
is taking a look at ways to get nore people involved in vaccine
producti on.

| think it requires a national strategy, but | can
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tell you, the Preventive Medicine Wirking Goup is acutely aware
of the problem and we are trying to nmake the links to nonitor
what's happening -- wth our Logistics colleagues, to nonitor
what's happening in the vaccine production arena. And they
provide us quarterly updates on the pharmaceutical activities
that woul d inpact on our supplies.

DR LaFORCE: Thank you. Next speaker is Col.
Wthers, the Preventive Medicine Staff Oficer, the Ofice of the
Arny Surgeon General .

CO.. WTHERS: CGood norning, everybody. President
LaForce and distinguished nenbers of the Board, | am Col. Ben
Wthers, Arny Representative.

(Slide)

This will be ny agenda for this norning. I 11
pick up where Col. Diniega left off on the tetanus shortage.
First, let's just enjoy a few pictures.

(Slide)

So, that is, of ~course, Kopialani Park and
Wi ki ki, and we all stayed there.

(Slide)

This is, of course, taken from D anond Head. This
is a beautiful shot of the D amond Head Lighthouse, which you
only get if you are on D anond Head. You can barely see it as
you drive by it, it is literally behind a honme, but what a |ovely

pi cture that was.
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(Sl de)

And this is Ben on Lanakai Beach. The i sl ands
behind are called the Mkoluas, Big and Little Mkolua. They are
about 2200 neters off the shore. And | swam out to them on two
occasions. They are both wildlife sanctuaries, and people go out
there to just hang out and party. And on the back side of Big

Mokol ua, which is to the left, there's a famous junping place.

It's about a 30-foot cliff, and people go there -- it's kind of

dangerous -- but people go back there and you hi ke around and you

jump off there several tines. So, |'ve done that in the past.
(Slide)

Ckay, let's get back to work for a second. W, in
the Arny, went ahead an initiated a policy menorandum on the 2nd
of January to help our field deal with the tetanus shortage, but
at the tine the tetanus shortage looked like it wuld be a mld
and short-Ilasting thing.

So, as the situation worsened, we decided we
needed to give -- to really dig in for the long haul and to give
very detailed guidance to the field. As you may realize, people
inthe field al ways want details.

So, on 3 My, the JPMPG did establish a statenent
on prioritization, and | took that and drafted up an Arny Policy
which is currently in the works. As |I've told you many tines,
not hi ng happens quickly, but |'m hopeful of having a new Arny

policy out within two weeks.
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(Sl de)

Now, to give you an idea of what the JPMPG or
Joint Preventive Medicine Policy Goup, did, we took the CDC
priorities -- and there they are, paraphrased -- and we sinply
took all the mlitary groups that people would ask questions
about and put them somewhere in the six CDC priorities, and
that's what you' re seeing in yellow Basically, in white is just
what CDC said, and we, the JPMPG augnented it with the yellow
witing. Any questions on that?

(No response.)

Ckay. Having none, we will nove back to Hawaii .

(Slide)

This is nost of the Service Preventive Medicine
Oficers and their frau right by the -- this is after we got off

the board ride.

(Slide)

Ckay. Moving on to the next topic, | told you
l[ast tinme that our varicella policy was in final staffing. It
still is, unfortunately. The reason is, as you know, we have

five training posts whereas the other services have one,
excepting the Marine Corps which has tw, and that does
conplicate natters. It's just harder to get consensus, and
anytime you do anything you've got to do it five times, and
there's a lot nore overhead for doing anything. Chl anydi a

screening is another good exanple of why it took us a little
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longer to inplement that at the IET level -- why it will take us
longer to inplenent at the initial entry training |evel.

But, anyway, Ft. Jackson has both the highest
nunbers of trainees in the Arny, and also we have a fairly
i mpressive range of incidence, and Ft. Jackson enjoys the | owest
i nci dence of varicella.

So, they canme back wth a nonconcurrence and,
again, you' ve always got to try to build consensus before you
give these things to the Surgeon General, so we went ahead and
built a new cost-effectiveness nodel, and |I'm just going to
present a few of the slides fromthat.

(Slide)

First, notice the range. Qur range in the Arny
goes from .93, that's varicella cases per thousand trainees per
year, and that again is at Ft. Jackson, all the way up to al nost
3 cases per thousand per year at Knox.

(Slide)

| really just want you to look at the vyellow
witing for a while. These are our costs to the Arny Medical
Departnment of what we call the VSVP, that's our new proposed
program So, |ook at Jackson where we run 38,000 trai nees a year
t hr ough. Based on our screening nmethodol ogy, which the Board
suggested and which we are doing, which is a conbination of
history and serology to cut our nunbers down, to cut our nunbers

of serology down, so we figure that many titers and that much
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vaccine at a cost of that. So, notice that's a large part of the

AVEDD total .

(Slide)

Again, this is costs and savings. Again, the Arny
Medi cal Department will cost -- it will cost us $107, 000 per year

at Jackson. We'll save $14,000 in averted hospitalizations. And
our Training Command will gain $54,000 in productivity. But
notice, of all the training posts, when you add it all up, Ft.
Jackson still cones out at a loss and, again, it's because of the

hi gh nunbers/| ow i nci dence.

(Slide)
Now, take a noment and soak this in. This is
where | sort of conpare doing nothing to what we want to do,

which is our screening program The total cost to DAis, in our
mnd, approximately $340,000, and | should say this, this
estimate is limted only to the eight weeks of initial entry
training. | amnot, at this point, counting benefit beyond that,
which there is, of course.

But just looking at the imediate, we're basically
just transferring. The total costs conme down from $342K to
$252K, but all we're doing is really transferring costs from
TRADCC, $270K, to the Arny Medical Departnent, $252K  So there
is a savings of roughly $100,000, we think, during the IET
period, but it's not inpressive, and it doesn't save us any

noney. It's an unfunded requirement of the Arny Medical
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Departnment. Doesn't nean it's not a good idea, but it really is
anot her unfunded requirenment which Health Affairs handed us, and
| frankly don't know what the Surgeon CGeneral is going to do with
it. I won't be surprised if he asks me not to inplement until

we, you know, go for noney, and that won't be until FY '03. I

just don't know. | nean, |I'mjust sort of talking fromthe hip
here. He may -- what we have proposed to himis to say, "Let's
just suck it up from everybody's hide", but that presents

$107, 000 probl emat one MEDEC.

(Slide)

| took this picture from ny hotel room I was
sitting there on ny balcony one afternoon, and | saw the sun
com ng down and the ship comng across, and | thought, | bet you

they are going to collide in the niddle, and it was just perfect.

But, anyway, | show you this to say goodbye. This will be ny
| ast neeting as your representative, as the Arny Representative,
and | do want to say that |'ve enjoyed ny tine here. |It's been a
wonder ful opportunity for me, and | want to thank the nenbers of
the Board, as Col. Etzen did, for your service. It does inpress
ne how busy and hardworking you all are and how you graciously
give of your tine, you nake no noney on this, and all of your
acconpl i shments are such that you don't really need this service
to get your strokes. You are doing a selfless service to our
nation, and | really appreciate it. Thank you so nuch.

DR LaFORCE: Ben, before you go away, the
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varicella calculations are fine, but you |eave out the nunber of
cases that occur over the next two years.

CO.. WTHERS: Well, | left it out of --

DR LaFORCE: Is that a small nunber or big

nunber? W | ooked at that, didn't we?

CO.. WTHERS: | left it out of what | showed you,
but in the report | gave to the Surgeon Ceneral | did include
that. W estimate that it wll take approximately -- if we
impl enent this program today, it wll take about six years to
achi eve about 90 percent effectiveness. In other words, in the
whole Arny, we figure we wll avert about 90 percent of our

varicella cases, that will take about 20 percent per year to get
there, though. And we estinmate a savings to the Arny Medical
Department of about $100,000 a year, starting in five years.

DR LaFORCE: That's after you include the
prevention of those cases throughout the entire tine that soneone
is in the service.

CO.. WTHERS: Yes, sir, that's right.

DR LaFORCE: kay, fine. (Questions?

CDR. LUDW G Do you know what period of tine,

what years were used to do the incidence cal cul ation?

Ca.. WTHERS: As | recall, it's the last five
years.

COR LUDWG The reason | ask is because
varicella is cyclical, and | think if you went back farther,
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there were higher incidence rates at all --

Ca.. W THERS: Over a decreasing period of
i nci dence, that's correct.

CDR LUDWG -- it mght have nmade a difference
to Ft. Jackson to see that.

COL. WTHERS: Another thing to say is that we'll
only need this program for naybe 10 or 12 -- you know, some
decreasing -- starting in 10 or 12 years, we can ranp it down and
do sonething different. But the other thing to add is that this
is what we want to do now. Starting in two to three years, we
want to do full serology and do MMRV -- do a serologic battery,
do MWRV, and then selectively vaccinate those that need it.

DR LaFORCE: kay. Thank you, Ben.

Col. Bradshaw, Chief, Preventive Mdicine Ofice
of the Air Force Surgeon Ceneral. Dana?

COL. BRADSHAW  Good norni ng. I'm just going to
be speaking right here from the podium this norning, but | did
have a couple of things | wanted to talk to you about. e
mainly that I want to concentrate on, which I think is actually
an issues that is common to all the services now, and that is the
issue that's recently been brought up about thinerosal in
vaccines for active duty nenbers and dependents, adul t
dependents, not just the children.

| did want to nention, though, that recently in

the Air Force we have had a neeting at the Recruit Health
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Synposi um which is down at Lackland this year, and have put
together kind of a working group or comittee for oversight for
our recruit training folks. W felt for a while that we kind of
needed to bolster some of the guidance surveillance, and even
research in our recruit contingents and training prograns, and so
Dr. Don Thonpson is now at the Air Force Acadeny, one of our PM
DOCs, and he along with the folks that are going to be at AETC
and the folks that are at Lackland are going to be working
together along with us at the Ar Staff, in trying to inprove
some of the things that we're doing with our recruit popul ations,
nodel i ng some on what our coll eagues have been doing in the other
servi ces.

The issue about thinerosal | wanted to bring up
occurred just a few nonths ago when | was notified that Gen.
Ryan, our Chief of Staff, was going to be getting a briefing from
an individual who it turns out is a staffer with Senator M¢Cain,
and he was also coming up with Chad Hennings, who is a forner
Dal |l as Cowboys |ineman, and happened to be a personal friend of
the Chief of Staff, and they had gained an audience with Gen.
Ryan to discuss an issue with himabout thinerosal and nercury in
vaccines. And it was al so sonehow |inked to Gulf War ill ness.

So, | had to help prepare our Surgeon Ceneral and
the Chief of Staff to discuss this issue. And it turns out when
it was presented that the individual who was presenting actually

had been having problens with what he perceived as unexplained
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@l f War illness, including synmptons of chronic fatigue, other
i ssues. and during this tine, soneone had put the bug in his
ear, so to speak, that mercury night be the cause of all his
problems. And he happened to have his short record back fromhis
mlitary service, and started adding up all the shorts that he
had received in preparation to go to deploy, and this included
several injections of 1G5 tetanus, neningococcal vaccine,
i nfluenza, so on, so forth. And that once he added all these up,
that he had over 100 mcrograns of thinerosal and nercury,
t hi merosal bei ng about 49 percent mercury by weight.

It turns out that he found an individual DO down
in Arizona who does collation therapy. Went down, had all his
amal gans taken out, had collation therapy, and seened to have
resolution of all his synptons. So he now was on a canpaign to
renove thinerosal fromall vaccines in the mlitary. O course,
alot of this, as you probably are aware and recall, is that back
in the sunmer a little while back, the FDA did sone cal cul ations
and found out that over a six-nonth period that certain children,
especially that were lowbirth weight or females, say, in the 5th
percentile by weight, would have received as nuch as 187
m crogranms of mercury over a six-nonth period. And it turns out
that that anmount would be greater than the EPA standard
calculated as .1 mcrograns per kilogram per day over that entire
si x-nmont h peri od.

Now, that is the nobst conservative of the four
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standards that are out there. There's the EPA standard, which is
the nost conservative, and then there's the FDA standard, which
is about naybe an order of magnitude |arger, the ATSDR standard,
and the WHO standard, all of which none of those were exceeded.
But as you may recall, that is when the AAP and the CDC and FDA
came out with a statenent that recommended that we defer
hepatitis-B immunization for children at birth, and that the
vacci ne manufacturers hopefully would renove thinmerosal from
vaccines at |east for children.

Now, if you calculate out what an individual
recei ved, nost of our vaccines, the ones primarily that contain
it that are used comonly right now, are nmeningococcal vaccine,
tetanus vaccine, the influenza vaccines, and a few others, but
those are prinmarily the ones we have. And nost of those, a half
cc of vaccine contains 25 micrograns of nercury.

In these sort of situations, if you cal cul ate what
the EPA standard would be for an individual, a 70-kilogram nan
could receive 17 microgranms of mercury per day. So, any one day,
one shot would be too much if you used the EPA referent dose.
The problenms is that the EPA referent dose is a dose that's
calculated for a lifetime, and the EPA specifically says in the
report to Congress on mercury toxicity, that that referent dose
is not to be used for bolus or intermttent dosing. They al so
note in that report that the primary exposure for npbst of us to

nmercury in the environnent is through eating fish, and for an
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exanpl e, by conparison, if you eat one can of tuna fish, about 4
to 6 ounces, that's about 17 micrograns of nercury, or about what
you would get in JEV vaccine, for instance. And over a week's
time, the FDA calculates you can have over 200 mcrograns of
nercury or thinerosal. But, again, this is a situation where
peopl e are msunderstanding what the referent dose is, how the
EPA calculated it, the base of a lot of their calculations on
what woul d happen to the nost sensitive population -- that is, an
unborn fetus -- in situations where they've had environnental
exposures, particularly in a rock that had seed grain that was
treated with a fungicide that contained mercury, was not intended
to be eaten, but people baked it into bread, and they had a | arge
nunber of cases of people having nercury toxicity. And EPA used
those standards, took the 5th percentile of that for the nost
sensitive population, and then took an order of nagnitude |ess
than that to nmake the referent dose cal cul ations

So, it turns out again that GCongressman Burton,
who many of you probably know from sone of the anthrax wars, got
hold of this, and one of his issues has been for a long time
autismin one of his grandchildren, and so these groups have kind
of been conmmunicating. He's had some congressional hearings
where he's brought CDC before them And so they made this
presentation. W tried to put things in perspective, but Gen.
Ryan has asked us, at least in the Air Force, to see if we can

space out our vacci nations.
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Also, | think the sane group has gone and has
briefed Adm dinton on the sane issue, and we are going to be
di scussing this some nore with the Joint Preventive Medicine
Pol i cy G oup.

I've talked to Aventis-Pasteur and Merck and sone
of the other vaccine manufacturers, and they are noving to try
and reduce thinerosal even in adult vaccines. I know, for
i nstance, the Fluzon that Aventis-Pasteur nakes is their version
of flu vaccine. They are renoving to reduce the amount of
thinerosal that's in that vaccine. Sonre of the other
manuf acturers have already gotten thinerosal out of the
hepatitis-B vacci nes. And the problemis mainly in our multi-
dose vials because thinerosal is in there as a preservative to
allow you to wuse nulti-dose vials and not worry about
contam nation as much

| say this just to at |east kind of nake you aware
that there is kind of a novenment out there and sone people that
are very interested in it that are wusing a little bit of
m sunder standi ng about how toxicology is done, but that are
noving to try and pressure the DoD to get thinerosal out of
vacci nes, reduce the anount of nmercury exposure that we're
havi ng. And they link this kind of peripherally to reports and
an association with the heavy netals, with ALS. There's a very
prom nent case of a pilot who flew in the Qlf War, who is

currently dying of ALS, and they have concerns about things I|ike

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

58

this. And the VA in fact, is doing a study on Qulf \War veterans
with ALS, and are going to be measuring nercury exposure, blood
and hair sanples. Any questions? | just wanted to kind of throw
that issue out there.

DR LANDRIGAN. In our hospital in New York Gty,
we have what's called a Pediatric Environmental Health Specialty
Unit. It's a clinical unit that's supported by ATSDR that sees
children who are thought to have suffered environnental
exposures. We've just had a flurry of calls over the l|ast year
about vaccines and about nercury, ranging from concerned parents
who have never seen an epidemc and think that the vaccination is
worse than the disease, to people such as the person you describe
who has been advised to have all their fillings pulled. There's
really quite a range of attitude out there.

That said, there was, as you know, a very
authoritative report that came out |ast sunmmer from the National
Acadeny of Sciences that |ooked specifically at the situation of
prenatal exposure of the fetus to organic mercury in nons who had
eaten fish, and they reviewed the three big studies that are out
there, the Seychelles Study which found no effect, the study in
the Faro Islands which did find an effect, and the study in New
Zeal and which found an effect, and they came to the conclusion
that two is greater than one and that the quality of the two
positive studies was better than that of the one negative study,

and that therefore organic mercury ought to be considered a fetal
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toxin. So, | think that the nove which is afoot on the part of
the manufacturers to get the thinmerosal out of at |east the
pedi atric vaccines is probably a good one.

Let nme |eave you, though, with a brain teaser,
sonething that we haven't addressed yet, and that has to do with
the fact that the Rh vaccine which is given three or four tines
in the course of pregnancy to pregnant nons who are at-risk of A-
B inconpatibility, contains the thinerosal. So far as | know,
there's no plan yet to renove the thinmerosal from that vaccine.
Gven that that organic mercury of course is going to go straight
across the placenta into the baby, that mght ought to be the
next target of opportunity.

DR LaFORCE: Interesting point. Those of us who
followed this -- where is Dick MIller -- some of the hype that
has surrounded this really sort of goes beyond the bounds of
absurdity, and it presupposes that there's absolutely no
cl earance --

DR LANDRI GAN: There's a thriving industry out
there, yeah, that's part of the trouble.

DR LaFORCE: -- and it's really sort of crazy
because it's starting to dictate policy in ternms of real
preventive services. And if you talk to the large vaccine
manufacturers, they are in the process of elimnating thinerosal
as part of their corporate strategies in terns of inproving their

vacci nes, and many of wus, nyself included, felt that this was
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sonething that was best left being taken care of on its own, and
that I'm not sure nmuch good has conme out of all of this.
Certainly, a lot of tinme has been devoted to sonething that |
think could have been devoted a | ot nore appropriately el sewhere.

But it's going to be here for a while.

DR LANDRI GAN: I think it speaks to a larger
i ssue. I mean, | realize that there are various threads of
thought that converge on this anti-vacci ne novenent, | don't want

to be sinplistic about it, but I think part of it is sort of a
challenge to us in the professions to do a better job to educate
the public about the value of vaccine. I mean, we have a whol e
generation of young parents now out there, who have never seen a
poli o epidemc. | remenber when | was a kid in Boston, every
August, every Septenber, people headed for the hills because of
the threat of polio. No young parent today has ever experienced
that in this country, l|ikew se neasles, |likewise Rubella. And in
the absence of any visual picture of the power of those
epi dem cs, people rail against the vacci nes.

I think maybe there is need for the sort of
educational effort that we undertook a few years ago when there
was a strong and credible threat against the use of aninmals in
experimentation, and we had to mobilize the NH the CDC, the
medi cal community generally, to persuade the public that aninal
testing was a valid endeavor. Sane for vaccines.

DR LaFORCE Ckay. Let's nove on. Capt. Yund,
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the Deputy Director of Preventive Mdicine and Qccupational
Heal t h, Navy Bureau of Medicine and Surgery. Jeff.

CAPT. YUND: Thank you, Dr. LaForce. |'mgoing to
try to nove fast.

(Slide)

One brief note about adenovirus vaccine, the

Request for Proposals went to the industry in Mrch, and we

shoul d have sone proposals back in early June. The Source
Sel ection Board wll look at those proposals but, again, as
everybody is aware, if things go well, it wll be a couple of

years at least until we have the vacci ne back onboard.

(Slide)

I won't say much about this because it's been
covered adequately, | think.

(Slide)

Meningitis vaccine shortage, worldw de shortage,
probably won't affect the US. mlitary because it's different
vacci nes. W use, of course, exclusively, the FDA approved
vacci nes, and other vaccines produced el sewhere that are mainly
in shortage.

(Slide)

I nfl uenza vaccine has already been touched. Ve
hope we won't experience the production delays this year but, as
was al ready noted before, the price will be higher.

(Sl de)
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Just one qui ck not e about Prevnar, our
pneunococcal conj ugat e vacci ne hept aval ent, it's pretty
expensi ve. DoD has not received the advances in medical progress
funding from Health Affairs because the whole Defense Health
Program is looking at sonme red nunbers this year. So this is
adding a Ilittle bit of stress to our nedical treatnent
facilities, and we hope that this is resolved a little bit later
in the year, depending on how the congressional plus-up and the
size of the congressional plus-up cones al ong.

(Slide)

Anthrax really no change at this point. W're
going to run out of vaccine probably before the new vaccine or
nore vaccine is avail abl e.

(Slide)

The Joint Preventive Medicine Policy Goup is
working on a Joint Service Instruction on deploynent health
surveillance and protection. W hope that will be pretty close
to final product in the next nmonth or two.

(Slide)

I know nany of you have heard about the
incinerator at Atsugi in Japan, and | just wanted to nake sure
that everybody had heard the good news that the governnent of
Japan bought the incinerator and closed it down. NMaybe not the
end of the story because we have had quite a few people who have

been there for a nunber of years who nay or may not have been
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exposed to certain bad things, so not totally the end of the
story, but at least a very good turn of events in that story.

(Slide)

Anot her story that there is really no good news to
report, the leukema cluster in Fallon, Nevada has been reported
in a nunber of national nedia. Basically, there have been 14
cases of |eukeni a diagnosed since January 1997. This is a fairly
small community, 26,000 people, and this is a very tight |eukema
cluster with rates probably 30 to 50 tines the rate in the
popul ation, the U S. population. Mostly ALL, but one of the
recent cases was AM.; age up to 19-years-of-age. Three cases now
in Navy famlies. There is a lot of attention focused on this
cl uster. The Nevada Health Departnment is working very hard
investigating and trying to find a solution, although those of
you who are famliar with leukema clusters know that solutions
don't usually cone out of the investigations.

ATSDR was invited by the Health Departnent and is
beginning their look at Fallon and at NAS, and as far as Navy
i nvol verrent, of course, the Naval Ar Station and Strike Ar
Warfare Center at Fallon have been extrenely involved with the
comunity action team As far as nedical involvenent, our
Envi ronmental and Preventive Medicine Unit in San D ego, the Navy
Environmental Health Center, and the Navy Health Research Center
have all been very involved in one way or another, assisting the

[ ocal community deal with this problem
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(Slide)

A quick note about our TB Control Program W put
out gui dance to update our program and, of course, we are going,
as the CDC recommrends, to nine nonths of INH as the primry
regi nen. W' re not doing everything that the CDC guidelines do
recommend. The CDC guidelines really recomrend that people who
have no identifiable risk factor for tuberculosis or acquiring
tuberculosis not be screened, and we are not confortable wth
that in the Navy and the Marine Corps, soO we are going to
continue with the three-year testing interval for all personnel,
not just personnel who have an identifiable risk factor. A
nunber of our personnel, as you are aware, live in tight quarters
on ships for a long period of time, and we want to be absolutely
certain that we catch as many cases of active -- prevent and
detect as many cases of active tubercul osis as possible.

(Slide)

Finally, | want to tell you just a Ilittle bit about the
real i gnment that happened in MED 02. MED-02 is the Assistant
Chief for Operational Medicine and Fleet Support. RADM Sel) Hart
ri ght here.

The old situation was that there were -- | say 7
on the slide here, but probably nmore like 10 or 12 different
subcodes, and many different mlitary units in other parts of the
country.

The new arrangenent is that all of these old
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entities still exist, but they have been realigned under 3
Service Lines which are nore or less functionally determ ned.
And we think that the result, the ultimate result which we're
starting to see is that the flow of information both directions
is inmproved and streaniined, and people have better access to the
different services that are avail abl e.

(Slide)

Just one final slide here, this is the diagram of
the whole organization with the three service |lines. e,
Readi ness and Training; another, Preventive Health Prograns; and
the third is Research and Devel opnent.

This little corner right here is where ny office
is, in MED-24. So this is an inprovenent, we think, in the way
t he business of MED-02 occurs.

(Slide)

And that little, tiny word there says "Questions"
because we're short of tine and I'll nove on to the next speaker,
unl ess there is a burning question.

DR LaFORCE G her than commenting, those Board
nenbers who renenber the presentation on Atsugi, that was a
couple of years ago. This is really wonderful news in terns of
that being purchased and denolished, and now it's going to be the
vexing issue of follow ng up everybody who was there for a while.
But, congratulations. | think that's just splendid news. Yes?

DR SCKAS: And the other comrent is just in
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followup of sonme of the TB presentations that | think the policy
is absolutely consistent with the higher risk for --

DR LaFORCE: Capt. Schor, U S. Marine Corps.

CAPT. SCHOR Cood nor ni ng. At the risk of
stirring interservice rivalry, | want to thank Col. Ben Wthers
for concluding with that picture of the shinp. He failed to
mentioned, as he did at the JPMPG neeting, that that is an
anphi bi ous assault ship, so he truly understands where the pointy
end of the spear is, and lest | have any coments that it is
sailing off into the sunset, because it is an anachronism how do
you know it's the sunset, it could be the sunrise. So, thank
you, Ben, for providing the entre to the pointy end of the spear
t here.

Wth that, | wll divert from the nain thene of
this whole neeting and not talk about vaccines or infectious
disease. | want to bring a followup to half of ny presentation
in Hawaii and tal k about injury prevention.

(Slide)

At the last neeting, | nentioned that Cdr. Fred
Landro, a GPM resident, was doing descriptive epidemology on a
PEB dat abase, a personnel database, that is run by our Manpower
shop. He has reported out on his results of his MPH study and
found marked differences in rates of attrition by gender, pay
grade, occupational specialty, and that's in a 12-nonth slice,

basically April of '99 to April of 2000. And subsequent to the
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| ast neeting of the Board, he has spent about six weeks with ne

and we put together a plan of action for carrying this on

further.

(Slide)

This is coming up next month. This is the current
opening slide to a briefing that he and | wll give to the

Executive Safety Board. That is a collection of approximtely 20

to 25 stars. In other words, those are 3-star generals and
above. It is chaired by the Assistant Commandant of the Marine
Cor ps. It will be held in Menphis next month, and actually, |

think, hosted by Federal Express, interestingly, because they
have provided sone safety consultation to the Safety Departnent
in the Marine Corps. So, we get to brief them | think we are
the last briefers on the final day, which is not unusual for
nmedical to be the north end of a southbound train, but we're
confortable there, and we're happy to be briefing.

(Slide)

This is part of what we're going to brief. Fred
Landro will brief the data of his analysis to give them an idea

of what he has found out, and sone of those marked differences in

rates. W're looking at these basic issues in the Plan of
Action, |ooking at databases. He's been able to knit together
dat abases. Looki ng at partnering. Looking at how to sustain

this process, and then how to influence policy.

(Sl de)
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In terns of databases, the bottom line is we want
where the noney goes. You know, if you're going to pay sonebody
to kick themout of the Marine Corps, sonmebody is going to have a
real good database on that because the Marine is going to want
you to have a good database on that, and their parents, and their
congressnan, and everybody el se.

So, instead of trying to create a new system we
just followed where the noney goes, where the Manpower folks do
the database, and his entire analysis is based on personnel
records, not on nedical records. And we found that, you know,
it's pretty doggone good, and you can calculate rates off of
that, and it gives you good descriptions, and it nay provide a
good basis for surveillance and trending. W just have to kind
of buff-up a few things.

W've gone to the Naval Council of Personnel
Boards who weigh-in on these cases and decide yea or nay, thunbs
up or thunbs down. W're finding that they have a |ot of paper
records. They have sone electronic records. W're actually
phot ocopyi ng sone of the paper of Medical Boards for further
anal ysis before they get shipped off soneplace in Suitland,
Maryl and, and we've also nade some contacts with the Naval
Medi cal Information Managenent Center at Bethesda. They have
ICD-9 coding. They have the inpatient data record and outpatient
data record simlar to some of the other databases that we have

access to, and they may be able to provide sone econonic inpact
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anal ysis. That renmins yet to be detern ned.

(Slide)

In terms of partnering, | want to thank, in his
absence, though, Dr. Gstroff. He was a key player in providing
senior level entre to the National Center for Injury Prevention
and Control. Al though Dr. Bruce Jones, Colonel, Arny Medical
Corps (Retired), is a key enployee of that Center, and would be
very interested in helping any way. The top-down entre that Dr.
Cstroff has provided is critical for the great support that we
have al ready gotten and |l ook to get in the future.

Fred Landro wll be spending three two-week
rotations with them to take a suitcase full of data and provide
further analysis. W just had that 12-nmonth snapshot of data.
VW don't know how stable that is. W want to make sure that sone
of the narked differences in rates are, in fact, true and not
unique to that 12 nonths of data.

W want to ask their expertise to see if we have
validated the high-risk target groups to go to further analysis,
and they have offered to provide consultation on any future
studies with our groups. There's a wealth of data that we can
get our hands around.

W have approached the Navy Environnental Health
Center -- and | mislabeled it as "Naval", | apol ogize. Adn(Sel)
Hart, ny m stake. But we |ooked to them for providing program

policy recomendations as this analysis goes further. At this
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point, they nmay provide sone data analysis, but that remains to
be determined at this point, and NMMZ, as | nentioned
previ ously.

(Slide)

In ternms of taking this existing database and
turning it into surveillance and prevention capability, we think
it's pretty close to being there. 1It's not real-tine, it nay be
two or three nonths del ayed, at worst, but in this area, that can
provi de sone reasonable trend analysis over tine, to see where
injury trends are noving.

W think that there may be sone very small tweaks
in data fields. W found a strategic Marine Corps corporal who
can change those data fields, at our request, or Safety
Division's request. And we think that sone very snall changes
can bring about an even nore robust database that we can build
on.

W look to getting the support of the Cenerals at
the meeting next nonth. W think in about a year, after we do
sone nore analysis and validate our target menu in mlitary-
speak, that we can energize sonme Tiger Teans. Let's say the
Mlitary Police have a fairly high rate, we'd like to get a Tiger
Team going on MIlitary Police folks and other folks that are
experts in training and say, why is that? Can you help us figure
out why you have these injuries, why you have this attrition, and

how we can seek to prevent that. W look at nost of these fixes,
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obvi ously, as being engineering fixes and not nedical fixes.

W're also looking in a whole host of other areas
at formalizing how the Marine Corps supports other injury
prevention efforts. The Marine Corps has been very interested,
especially at the accession pathway |evel, of supporting things
li ke sports nedicine and reconstitution therapy clinics at the
MCRD accession points. They have had nmarked effects on
preventing attrition in the Marine Corps so that we don't have to
recruit quite as heavily and we can neet all the recruiting
targets that have been set forth by the Commandant.

There has been a lot of effort at the basic school
where officers conme into the Marine Corps, at putting a training
roomin their barracks that existed for six years, so that they
go to the training roomwhen they are broken or hurt, rather than
going to Sick Call. So it gets themout of the Sick Call nodel.
Marines don't like to be sick, they like to be recognized as
athletes that they are, and they all understand the training room
because many of them had been college athletes, and that is very
appealing to them But we are trying to get sone way of
institutionalizing this across the Marine Corps, and | think we
are just on the edge of making that happen.

And through nonnedical funding, there's the Senper
Fit program that deals with everything from STD prevention to
al cohol abuse prevention and counseling, and also readi ness and

fitness. And down at Canp Swanpy, Canp Lejeune, |'m assured that

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

72

there's great funding for them because there's not a whole | ot of
| ocal resources down there, and they have Ph.D. level athletic
trainers and certified athletic trainers, and they are working on
a Return to Readiness, which takes Marines that are in their
initial conbat training just before they go to their units, and
when the orthopedic specialist and the physical therapist have
di scharged them the general consensus is that they are only
about 70 percent really ready, back up to 100 percent. And they
have to discharge them naybe a little bit early because they have
to keep the throughput going. There's resource constraints.
Return to Readiness steps in and says, "W'Ill take you from 70
percent to 100 percent full reconditioning to where you should be
to return to the Marine Corps", to full active duty, and do your
thing in a conbat scenario.

So, we are trying to develop a continuum across
nonmedi cal funding lines and the hospital, to make sure that is a
smooth handoff. So, it's kind of a neat approach to things.

(Slide)

And, finally, just to enphasize, as |I'|Il brief the
Executive Safety Board next nonth, the Comandant's Safety
Canpaign provides us the entre from a nedical and safety
standpoint, to effect policy, and as we bring data to the table
and try to augment solid decisionnaeking, this is what we're
hanging our hat on to effect change in the Marine Corps. And

with that, that's ny brief.
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DR LaFORCE: Questions for Capt. Schor? Yes?

DR PATRI CK Ken, on prograns |like the Return to
Readi ness project, do you have the opportunity to do randoni zed
trials to actually see whether or not these work, and devel op
that |evel of evidence?

CAPT. SCHOR Right now, we're just trying to
prove inmpact, which is a big struggle to get the data to say
what's the baseline before and where are we now. So, we're not
anywhere near that point, but we'd sure like to get there. W
just don't have the infrastructure to support that. W'd like to
get any research partners that would be interested. As the
sports nedicine Doc down at Quantico says, "You know, ethically,
you woul dn't necessarily be able to pay people to go and bring
their bodies in and put them through the kind of training
puni shment that the Marine Corps is happy to provide and they are
happy to go through and becone Marines". And what a great
| aboratory to prove sone of the intervention concepts. So, we
think that that may be an avenue to, in a zero-sum gane of
personnel and funding, to get sonme outside resources to use the
Marine Corps as it does its mission and executes its training
priorities to |l ook at those issues, but we're not there yet, no.

DR SOKAS: | just want to remind you of one of
the best stories | think we ever heard in the AFEB, which was
down in Parris Island, where they described the problem wth

stress fractures among fermale recruits, where there was a lot of
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turnover. It actually was one of the |eading causes of scrubbing
out fenale -- well, not the leading -- it was a significant cause
of scrubbing out fenale recruits, and they figured out that
traditionally Armes have marched with their tall people up
front. They flipped it so that the short people went up front
and they solved the problem and it was a very inpressive story
with, you know, kind of your classic surveillance intervention
and resul ts nodel .

CAPT. SCHOR It's anazing. W just had a
di scussi on yesterday how to get this nore institutionalized, and
it's very clear that things like the SMART Cinics and the effort
-- the training room at TBS, have shown incredible retention and
decreased attrition and decreased injury, and significant
el enents of Marine Corps | eadership absolutely believe init.

It's still somewhat tied to personalities. It's
not a consistent program across the Mrine Corps. And,
unfortunately, the huge inpacts that Navy Medicine and Mlitary
Medicine face with huge multi-billion-dollar funding shortfalls
and zero-sum ganmes across the services in staffing and issues
like that, we had to find nore creative ways. And we're finding
that if we train Corpsnmen and maybe provide Bachelor's and
Master's level certification as athletic trainers, that the
universities will provide staffing free in the certified athletic
trainers, little things like that, and perhaps partnerships for

research, you know, with the injury burdens that we see in the
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accession pathway and the opportunities for research that that
provides. So, we're trying to find those creative sol utions.

DR LaFORCE: Thank you, Capt. Schor. Maj . Brian
Bal ough.

MAJ. BALQUGH  You threw ne for a loop there, sir.
Col. Riddle told ne | wasn't going to talk. Anyway, |'Il just
mention a few things --

DR LaFORCE: You can sit down.

(Laughter.)

MAJ. BALQUGH I'll take two minutes. A could of
things that we're working on, and I'll just throw these out real
qui ck. The inmmunizations of other than U S. Forces policy, 1've

briefed you on that the first tine | was here. W are finally at
the point, we've got all the CNC plans, the nmeno is going to the
DIF probably today, and that plan -- all the documentation will
go up to 8D, so that will be closed out.

W are wupdating our Decenber '98 Joint Staff
Depl oyment Health Surveillance M, and a lot of the JPMPG
representatives are working on that, and the big difference on
that is we are including the environnental surveillance piece.

And the last thing | want to mention is, recently
we co-sponsored with Col. Schnelle, out of OISG the Joint
Medi cal MBC Readi ness Conference, and several individuals in here
attended that. Adn(Sel) Hart attended as one of our VIPs at the

end of the week to receive those briefs.
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The conference was not a death by PowerPoint, it
was a working group conference. A lot of very good work was
done. The issues were -- we |looked at the anthrax IND protocol,
reviewing that; Medical MBC training requirements, installation
response to a WWD event, planning rates for MC casualties,
restriction of novenent, and BW surveill ance. This has been
briefed to Gen. Bester and Adm Mayo, and then we also got to go
in and brief LtGen. MDuffy, all very positive. Next week is the
ClI NC Surgeons Conference. They will be briefed on the outcones
of this.

Also, next nonth we are supposed to have a
transition team neetings with each of the issue |leads, so all of
these issues we basically -- | think we junmp-started them got
the ball rolling, and we're going to continue working those
t hroughout the next year. And we're also going to try to do
simlar type of conference next year, naybe sone of the sane
topics, but it will be sane type of format. That's all | have.
Thank you.

DR LaFORCE: Thank you. Cdr. Ludwi g, Preventive
Medi ci ne, Epi dem ol ogy, U S. Coast Quard Headquarters.

CDR LUDWG Cood nor ni ng. I"'m Cdr. Ludwi g, as
you said, the Consultant to Adm Joyce Johnson, the Director of
Coast Quard Health and Safety.

I'm pleased to announce that as the PM Oficer, |

am back in ny Preventive Medicine position. I was five nonths
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away, actually. | sat down and counted it up, it was a long tine
but, anyway, as CER tine cones by, | realize that five nonths of
ny year is going to be judged on issues that | amnot really that
famliar wth.

In any case, it's not unlikely that you will see
Cdr. Mark Tedesco up here again, as he is the only other person
in our office with sone Preventive Medicine background, and he is
the Chief of Medical Readiness. I would also like to say, for
interest, that Mark Tedesco is right now in China where he is
adopting a beautiful little girl, and will be back probably in
about a week and a hal f.

For the Coast Cuard, our small size is both an
advantage and a di sadvantage. 1In the case of the tetanus vaccine
shortage, it hasn't hit us yet. TRACEN Cape May still has plenty
of vaccine, but in planning for an eventual shortage, which I
believe will hit us, we are looking to cut back the vaccination
of the basic training recruits.

What we're going to do is try to get themto bring
-- we're going to make a greater effort to have thembring their
shot records to basic training with them and actually |ook at
their shot records and, say, if they've had a TD update in the
last ten years -- actually, we're going to cut it back to eight
years -- but if they've had one in the last eight years, they
will not get another one at basic training.

One thing to keep in mnd about Coast Quard basic
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trainees is that a majority of them |leave basic training and go
directly into operational units which have depl oynents every day.
Their deploynents include real-life operations wth various
degree of risk of injury and contact with people from other
cultures and ot her nations.

So, what we're going to try to do is save a little
bit of what we've got for later, and hope that the shortage

doesn't hit us quite as severely.

The next subject that | want to talk about -- by
the way, | don't have death by PowerPoi nt, thanks for the segue,
Maj . Bal ough -- tuberculosis has not ceased to be a problem for
us. W have, right now -- yesterday | got a report of a fifth

conversion, an aircrew nenber at the Ar Station in Sitka,
Alaska. 1've been talking to a Medical Oficer there who is on
top of things, and has been discussing with one of the State
Epi dem ol ogi sts, who | also talked to. Interestingly enough,
although you inmmediately think of Al askan Natives as having a
hi gh prevalence of active TB, in Sitka it's actually a [|ower
preval ence than in Miinland U S A So, it's a little bit of a
puzzle how these five people have -- by the way, these five
peopl e have converted in the year 2001, so fairly small anount of
tine.

The imediate thought is what's the nethodol ogy
and who 1is interpreting the tests and so on. From ny

di scussions, it sounds like it's fairly reliable. So, depending
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on how things go through the chain of command and so on, | nmay be
going to do an outbreak investigation. If you will remenber, |
did one a year ago in Florida, which turned out to be an
overzeal ous interpretation of TB tests. I would like it very
much if that's what we found here, but | have a suspicion it may
be a little nore serious.

That all being said, one of the things |'ve gotten
going during the tinme that | wasn't really in ny job is sone
surveillance, sone TB surveillance. | had a unit at the Marine
Safety Ofice in Philadelphia that felt certain that their risk
of conversion or exposure to tubercul osis was higher than what |
had estimated in our new policy of less frequent testing.
Initially, they had developed a plan where they were going to
test every six nonths, and | made it pretty clear that that was
not appropriate, but they insisted that they would really like to
test every year. So, what | did was take that as an opportunity
to find out if we can what the risk is in this Marine Safety
Ofice Unit that is willing to do the testing on a yearly basis,
and that's probably going to start very soon. The letter went
out yesterday.

And if possible, we may try to extend that to
other Marine Safety Ofices. These are people who go aboard
ships that are usually crewed by people from countries that have
a high risk of tuberculosis. W felt that probably people with

active TB are not probably crewing a ship because they need to be
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pretty good, strong, able-bodied persons, but we will see what we
can find out. And | discussed this with the fol ks at the CDC, and

they recomended that that's what we do al so.

The last thing | wanted to touch on is acute
respiratory disease or febrile respiratory illness rates at Cape
May peaked -- well, | don't know if it peaked, | hope it peaked -

- last week at just under the epidenmic threshold of 1.5 per 100
per week. | hope it's a peak, but we kind of doubt it as you are
shaki ng your head. W seemto have a lot of adenovirus at Cape
May . Since we started the surveillance program | think we've
seen anong the different sites that are being nonitored at the
Navy Health Research Center that Cape May is one of those that
has peaked a nunber of tines above the threshold. So, we are in
a position to ask for expedited processing of the specinmens that
we send to NHRC should this occur.

W did have a snall problem with sone specinens

that were sent there recently, that were thawed by the tinme they

got there. I'm hoping that we have solved that problem  They
were having sone problens getting some dry ice. I think that's
sol ved.

That's ny presentation for this norning. |If there

are any questions, or do we have tine for questions?
DR LaFORCE: Questions from Board nenbers?
(No response.)

Col. Warde, British Medical Liaison Oficer, Arny
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Sur geon Gener al

CO.. WARDE: Ladi es and gentlenen, |'ve just got
two main things to update you on. The first is an update on the
U K Surgeon General's policy on vaccination. Until recently,
there have been efforts to reduce the nunber of vaccinations
routinely administered to all service personnel. For exanpl e,
typhoid and hepatitis-A vaccines were given only when personnel
were to be deployed to an area where there was a significant risk
of infection. But following the rapid deploynent to Sierra

Leone, Medical Services in the UK were criticized for the fact

that not all those personnel who deployed had received the
appropriate preventive measures. You probably renenber the
report | provided the last AFEB neeting on the nalaria cases in

Sierra Leone.

The main changes then that are being introduced
now are a reintroduction of routine typhoid vaccination, the
i ntroduction of hepatitis-A vaccination, and the introduction of
routine | ow dose di phtheria vaccination given in conbination with
tetanus vaccine which, by the way, I'm told is not in short
supply in the U K

So, the policy on that sort of tineless mlitary
medi cal dilemma of whether to inplenent preventive neasures "just
in case" or "just in tinme" has swing back nowreally to the just-
in-case end of the spectrumas a result of the increasing denands

of readi ness.
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There are other policy devel opnents of the UK
Surgeon Ceneral -- for exanple, prevention of malaria, the
managenent of HV and AIDS, snoking cessation and injury
prevention -- and these are all being currently prepared, and I
will brief ny successor to report on these to the Board at future
nmeet i ngs.

My final point relates to anthrax vaccination. A
few weeks ago, M nisters announced the inmmnent resunption of the
U K voluntary anthrax vaccination program and | understand that
this week the instructions will be issued by the Chief of Defense
staff. The supply of vaccine in the UK , of anthrax vaccine in
the UK, is now reliable enough to resune the program for
speci alist BW defense troops and for all personnel deployed to
the @Qulf Region on operations. And that's a total at any one
time of about 2,500 personnel, and | have no doubt that the
resunption of this programwill also be the subject of reports to
the Board in the future. That's all | have, sir.

DR LaFORCE The anthrax vaccine is produced at
Por t en?

CO.. WARDE: It is produced by the Center for
Applied M crobiological Research, which is actually physically
| ocated very close to Porten. It's a Departnent of Health
institution.

DR LaFORCE: And that's a fully approved vacci ne?

COL. WARDE: Yes, this is a vaccine -- it's not
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exactly the sane as the US. vaccine, but it is of simlar
antiquity. It's been licensed for nmany years, and the cessation
of the UK program though it parallels with the U S problens
of supply, it was the production program that produced the
probl enms. But now production has resumed and inplenentation has
been announced.

DR LaFCRCE: Thank you. VW will finish this
norning's session with Lt. Col. Fensom Assistant Defense Attache
for Health Affairs in the Canadi an Enbassy.

Lt COL. FENSCOM Good nor ni ng. ['m new to this
job, having taken over from ny predecessor, Frank Suiter, and 1'd
like to begin by bringing you all his best wi shes and greetings

He'd like you all to know he's enjoying life as a civilian and
very active on the JVAP work on the Canadi an side.

I have just a few short points for you. e,
information regarding our restructure in the Canadian Forces
Medi cal Service. As you nmay or may not know, we are in the nidst
of a nassive reorganization, which is good for me because they
are so busy with that in Otawa they don't bother nme too much
down here, but part of that involves firmng in a conplete
nmedi cal conmand of resources which, as you can inmagine, is quite
massive, especially for the operators to digest, but as of 1
April, all our nedical personnel, right down to all the Role-1
nmedics are under command of our Director of GCeneral Health

Servi ces.
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The relevant point for this group, | think, is
that the real wnners in the reorganization have been our
Directorate of Health Promotion and Preventive Medicine, which
will see a doubling of its size over the next year, and that's
very exciting for wus, and | expect it's going to give us,
al though small nunbers, quite a large increase in capability.

W are also |ooking at sone nmjor policy changes,
particularly in the area of HV, and |'ve managed to put our POC
up in Gtawa in contact with yours down here at OASD t hrough Col
Powers, so |'ll be doing the same in terns of providing you with
information on our new policies comng out over the next year.
That's all | have. 1'd be happy to answer any questi ons.

DR LaFORCE: One question, have you ceased the
ant hrax vacci nation program for Canadi an Forces?

Lt COL. FENSOM  Yes, we have, pending any further
activity in the @ulf, and we also are still awaiting the courts-
nmartial appeal on that very public case we had, and I'll
certainly bring that information to the Board when that appeal is
done.

DR LaFORCE: Super. Thank you. Let's take a 15-
mnute break, and then we'll reconvene and then continue the
programw th the influenza reports. Thank you.

(Wher eupon, a short recess was taken.)

DR LaFORCE: There's been a switch in the program

and we are going to nove on to the Bovine Spongiform Encephalitis
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presentations, and then we wll finish with the influenza
present ati ons. And let's begin in terns of the veterinary
i ssues, Col. Severin, Deputy Director, DoD, Veterinary Service
Activity. Col. Severin.

CO.. SEVERI N Thank you. Cood nor ni ng. As you
said, |I'm Col. Scott Severin, the Deputy Director of the DoD
Veterinary Service Activity, and | want to talk with you a few
mnutes this norning about the inpact BSE has had and conti nues
to have on the nilitary.

(Slide)

There have been three main efforts where DoD has
focused its efforts in regards to BSE -- issues surrounding food
procurenent, issues surrounding the DoD bl ood supplies which Mj.
Alford will speak to in the next presentation, and efforts to
provi de consumer awareness.

(Slide)

Service nenbers have four sources of beef while
stationed in Europe. They can eat in mlitary dining facilities,
they can purchase products at the conmi ssary stores which are
DoD s version of a grocery store, they can al so nake purchases at
exchange outlets which include convenience stores, cafeterias,
snack bars and concession operations, and they can eat on the
| ocal econony. Since this is an individual choice, information on
the source of beef purchased for personal use and the frequency

of consunption is not avail abl e.
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(Sl de)

Soldiers eating in military dining facilities were
eating beef fromthe United States. Throughout this discussion,
I'm going to talk about beef, even though all rum nant aninals
are capable of passing BSE. The sane is true for operational
rations, which include the MREs which are the Meals Ready to Eat,
tray packs which are heat-and-serve type of nultiperson serving
contai ner, and hot neals prepared in the field.

(Slide)

When you look at the other sources for food in
Europe, local contracts must be discussed. It should be noted
that the contracting agencies were contacted for their
procurenent data, and this was conpiled by the Arny Ofice of the
Surgeon Ceneral based upon the dollar value of these contracts.
These records are only kept for one to five years prior to being
destroyed. Since we had to |look back 20 years, approximations
were provi ded by these agenci es.

The Defense Logistics Agency, indicated as DLA on
these slides, contracted for beef in Europe under the Of-Shore
Beef Procurenent Program For carcass beef and boxed beef, the
procurenment specification did require that beef shall be free of
all spinal cord. This does not nean that if an animal was
i nspected and find to have spinal cord present, that it would be
rej ected. Al this neans is that if it was present, it was

considered a defect, and depending upon other defects found on
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the veterinary inspection, they may have negotiated a price
adj ustmrent on that individual carcass.
These contracts also excluded ill or "downer"

cattl e. A downer cow is an aninmal that cannot rise on its own.

This could be due to nunerous etiologies -- nuscle disease,
nutrition, fractures, ONS type disorder -- and also to neet the
requi rements of our contracts we specified a younger aninal. The

majority of the cattle that are slaughtered in Europe are ol der

dairy cows.

(Slide)

Two specific actions were taken by DoD in response
to BSE In March of 1996, within days after official

notification of a probable |link between BSE and Variant CID, DoD
stopped procurenent and sale of beef from the U K and other
countries with confirnmed cases of BSE

In March of 2000, in response to the energence of
BSE in additional European countries and changes to U S. inport
| aws, the Army Surgeon Ceneral banned procurenent of all rum nant
nmeat and neat products of European origin.

(Slide)

The Conmmissary Agency does not do its own
contracting. As | mentioned earlier, DLA provided contract
support for all European procurenent. During the 1980 to 1989
time frane, beef procurenent averaged 2.5 nmillion pounds nonthly.

Thirty-five percent of this anount was from the UK, and 65
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percent was from other European countries. O the U K product,
approxi mately 300,000 pounds nonthly was delivered to commissary
stores north of the Aps, which are GCermany, Bel gi um
Net herl ands, and the UK , and approximately 575,000 pounds
nonthly went south of the A ps to conmssary stores in ltaly,
Spai n, Greece, and Turkey.

These contracts were witten on a nonthly basis,
thus, the source of supply to a specific store could change, and
did change, nonthly. And as already noted, records no |onger
exi st . This nmade it inpossible to determine which stores
received U K beef, and the assunption has to be nade that all
stores received sone U K product. These contracts were for
carcass beef which was split into four quarters at the packing
house, and further processed into retail cuts at the individual
meat markets.

(Slide)

In 1990, the Beef to Europe Program was initiated
for the commssary stores north of the Al ps. This program
entail ed shipment of boxed beef of US. origin to Europe. This
program was congressionally nandated and not related at all to
BSE. On the occasion of a supply failure, energency purchase was
done within Europe and 99 percent of these contracts cane from
CGer many.

Al commissary stores within the U K participated

in the Beef to Europe Program wth the exception of the Edsal
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Commi ssary in Scotl and. Shipnents to the Edsal Comm ssary and
areas south of the Al ps continued to be U K carcass beef. These
contracts converted to boxed beef in 1994, and as stated earlier,
after March 1996, all procurenent of U K beef ended.

(Slide)

AAFES, which is the Arny and Air Force Exchange
Service, was not able to provide any information on actual
amounts of pounds of product purchased. They did use simlar
carcass cuts of meat, and they did use simlar distribution
patterns as the Conm ssary Agency.

For use wthin their food service outlets,
approxi mately 20 percent of all beef used did cone fromthe U K,
and when we look specifically at hanburger franchises, prior to
the reduction of troop strength in Europe there were over 50 of
these operations run as concessions. These operations used pre-
formed patties from the U K through 1989, and then from March
1990 to March 2000 either patties nade solely from U S. beef or
patties that were made from a conbination of U 'S and non-U K
beef were ground in an AAFES-operated grinding facility in
Cer many.

Between March 1996 and March 2000, nost beef
originated from European countries w thout cases of BSE, and some
did cone from the U S Since March 2000, all beef has either
cone fromthe U S or from non-European origin sources.

(Sl de)
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As | nentioned earlier, living on the econony is
an individual choice, and so information of the sources of beef
purchased and the frequency of consunption is not known.
However, DoD has used nunerous nedia to inform consunmers of the
ri sks associated with consum ng U. K beef.

(Slide)

The CDC estimate of current risk has been part of
our consumer awareness products. This risk estimte was updated
by CDC in January of 2001.

(Slide)

In addition to providing consumers with CDC s ri sk
estimate, we also provided them this portion of the Traveler's
Advi sory, which recommend avoidance if consuners are concerned
about eating beef in Europe.

(Slide)

Due to the supply lines used by DoD, service
menbers in Sout hwest Asia or CENTCOM have al so had the potential
to be supplied with beef from the UK and Europe. Unli ke
Europe, not all product for troop dining was of U S origin.
From 1990 to 1996, Mlitary Dining Facilities wused beef
originating fromseveral countries, including the UK

As in Europe, policy excluded UK beef after
March of 1996, and all European beef after March of 2000. The
Commi ssaries and Exchange outlets are supplied from mlitary

sources within EUCOM thus, the contracting patterns woul d be the
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same as discussed in the earlier slides.

(Slide)

This slide summarizes the total nunber of service
menbers and their famlies who resided in Europe during the
peri ods when U. K beef was being supplied to Continental Europe.

Because of the differences in supply to the Conmi ssary stores,
data is provided show ng residents north and south of the Al ps.

(Slide)

This slide summarizes the nunber of individuals
from the prior slide who are still on active duty or who have
dependent s.

(Slide)

These are the main goals of the Consumer Awareness
Program which was developed this past winter to protect the
health of our nmilitary forces, to sustain the confidence of our
service nenbers and the Mlitary Health O ganizations, to inform
our service nenbers and their famlies of the risks associated
with BSE, but not to raise their level of concern unnecessarily.

(Slide)

The first nessage is that the health and safety of
the DoD comunity is our prinmary focus. Actions have been taken
to further mnimze a very small risk, and accurate information
will be nmade available to the DoD community to enable them to
make i nformed deci sions.

(Sl de)
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The second nessage is that the food and blood
suppl i es are safe.

(Slide)

The third nessage is that DoD is coordinating with
ot her Federal public health agencies to ensure the nbst accurate
and up-to-date information is available. Qur pri mary
coordi nati on has been with the USDA, the FDA, and CDC

(Slide)

These are exanples of the actions that we've
conpleted at this point. W have put a consunmer awareness packet
on the CHPPM Wb page, and it provides both information for
consuners as well as health care providers.

(Slide)

And this is an exanple of one of the fact sheets
that was devel oped for CENTCOM Thank you for your attention.

DR LaFORCE: Questions? I would ask, has a
survey been done to actually determ ne how extensive access was
to European beef ampbngst either forces or their dependents?

CO.. SEVERIN.  No surveys have been done that |'m
aware of, but if you're talking about consumng on the |ocal
econony, one of the benefits of being in Europe is being able to
go overseas and partake in the local festivities.

DR LaFORCE: No, no, no, that's not the point. |
fully agree with you, they cook well, but the point that | was

saying is that rather than saying there is no know edge, | nean,
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be designed to

actually try to access what fraction or how often those sources

are used.

CO.. SEVERI N Vell, from the standpoint of our

service nenbers that had their famlies there,

food they consuned was bought

third of their

almost all the

from the Conmi ssary stores, and a

beef came from the U K From the standpoint of

going to the Burger King or the snack bar, all of their burgers

from 1980 to 1989 cane fromthe UK  So, every tine you went to

Burger King, you were getting a U K burger for

After that, it

that ten years.

was U S or non-U K beef. Fromthe standpoint of

the concessions, the other types of concessions,

the cafeteri as,

beef cane from

not U K beef was what

mlitary-run dining facility.

some of the other snack bars, 20

the U K

The only beef that we can say for

whi ch woul d be

percent of that

sure that was

was consuned in the dining facility, the

You can ask single soldiers how

many times they ate there, but a lot of them would rather go

downtown to Burger King than eat in the dining facility, even

nowadays. So,

you're going to get a skewed response no natter

what type of survey you do.

DR LaFORCE: Oher questions? Yes?

DR LANDRI GAN: Two things. First of all, you

said that the current estimate of risk was 1 per

Was curious --
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COL. SEVER N Less than 1 per 10 billion
servi ngs.

DR LANDRI GAN: Yes, sir. Has that changed over
tine?

CO.. SEVERI N No, and that's -- the way CDC has
worded that risk is they say -- it has not changed since CDC
first cane up with it. The only qualifier to it is -- and | can
read it to you -- "In the United Kingdom this current risk
appears to be extrenmely small, perhaps about 1 case per 10
billion servings. In other countries of Europe, this current
risk, if it exists at all, would not be likely to be any higher
than that in the UK , except possibly Portugal. In the 12-nonth

peri od endi ng June 15, 2000, Portugal had about half the reported
incidents of BSE cases per 1 mllion adult cattle as that
reported in the U K  However, Portugal has |ess experience with
i mpl enenting the BSE-rel ated public health control neasures."”

So, they have not changed it. Wen | talked with
CDC, they based that upon estimates that allowed a tenfold factor
one way or the other. So, it really could be from 100,000 to 1
inlbillionto 1l in 100 billion servings.

DR LANDRIGAN. And ny second question is whether
you've put into place any sort of surveillance system to track
folks who are still there and fol ks who have cone back?

CO.. SEVER N W have not put a surveillance

program in place. That was nmentioned at the BSE Advisory
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there has

not been one in place at this point. Mst of our individuals are

going to show with a Variant-CID are going to be out of the

mlitary when they actually do show signs of disease.

DR LaFORCE: Kevin?

DR PATR CK: | don't want to take this too far

afield, but I'm wondering what sort of general nutrition and

di etary behavior surveillance system is going on anong these

personnel, both active duty and famlies, if any?

CaL. SEVERI N: I'm not sure. |

nutritionists would be better able to answer that than

know they do sone surveys, but as to the full extent,

i dea.

DR PATRI CK: There's sort of the

know the
I am |

I have no

implicit

assunption that beef consunption is just going to continue to be

stable and --

CO.. SEVER N When you conpare beef consunption

of US Forces in Europe versus the European comrunity as a

whol e, we're staying stable where the EU consunption has dropped

because of the BSE scare. That's probably very good indication

that our Consumer Awareness Program is working and
realize they are getting U S. beef now

DR LaFORCE: Bill~?

folks do

DR BERG Bill Berg, Hanpton Health Departnent.

What's your basis for saying that nost of the people are likely
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to be out of the mlitary and surveillance is not worth it? W
under standi ng  of new Variant-CID is that one of its
characteristics is that cases can cone on relatively quickly
within a few years. Now, if nost of the troops over there are on
their first tour and they are likely to leave right away, then
that mght be the case, but -- it's not a frequent disease, but
you mght be able to catch sone.

CO.. SEVER N We've provided information to the
neurologists, the famly care practitioners. This type of
informati on has been provided by our neurology consultant, so
they are aware to look for it if someone presents with the
synptons that would match a Variant-CID case. If you renenber
back to the slide of the denographics, there were 4.5 mllion
people in that 1980 to 1996 tinme frame. Only 500,000 of those
still are within the active duty rolls. So, that's one-ninth of
the population is all that's left on active duty.

CO.. BRADSHAW  The problemis not, | think, wth
the active duty because through the Defense Medical Surveillance
System if they are hospitalized in one of our hospitals, we
woul d get that through the standard inpatient data record, as
long as it's coded properly.

The issue is probably with those that have left
the service, and then we have to do it the same way that the rest
of the country does it, and | think there is a group that

coll ects CID cases and kind of has their own little registry, and
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then CDC, | believe, is also tracking it. In the Air Force, we
have an Air Force Mortality Registry that we also collect those
kind of diagnoses with a nosologist and so on, and there is a
nove to get a DoD kind of mortality registry going, but that's a
little bit further out. But we do have sone limtations, but if
they are on active duty, we should be able to catch it as long as
it's coded.

DR BERG Even though that's only one-ninth
remai ning, that's still about 500,000, if | heard you correctly.

COL. SEVERIN  Yes, it is.

CO.. BRADSHAW And today we have not, at least in
the Air Force, had any, nor has CDC

COL. SEVERI N There have been no cases of
Variant-CIJD in the United States or in our mlitary popul ation at
all. And you are right, there is a national CDC registry, and
the individual that runs that |lab has used the majority of slides
| ooki ng for potential Variant-CID cases.

DR LaFORCE: Let's nove on. Next presentation,
Maj. Ronny A ford, on Deputy Drector, Armed Forces Blood
Pr ogram

MAJ. ALFORD: Cood norning. M. Alford, fromthe
Armed Services Blood Program Ofice. "Il be giving you an
update in terns of vCID and the bl ood supply for DoD.

(Slide)

A little bit of background. In DoD today, we
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col |l ect about 120,000 units of blood a year. W have deferrals.
The FDA required deferrals for vCID that were in place as of
February of last year, and those precautions are that any
perspective donor that has spent more than six nmonths cumul ative
time in the UK from 1980 to 1996 are not eligible to donate
bl ood to us.

Wien we inplemented that policy last year, that
knocked out about 10 percent of the Ar Force's blood donor
popul ati on. W had a huge problem getting blood at the Donor
Center at Lakenheath for a few nonths, until sone of those folks
PCS d out and we got some new people in.

The other requirenents that are current from FDA
is that anyone who has taken bovine-sourced insulin that's U K
derived, and dura nmater transplant as anot her source of deferral.

(Slide)

The current players in the US., the Arerica' s Blood Centers are
the largest, they collect about 47 percent of the U S blood
supply; American Red Oross collects about 45 percent; DoD, we are
a very thin slice of that pie, we're only about 1 percent.
There's about 13 million donations in the U S.

| put that up there because there's much debate
going on today in regards to what's going to happen locally in
the U S in ternms of additional deferrals.

(Slide)

W have been told by FDA that there wll be
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additional deferrals. Col. Severin alluded to the TSEAC neeting
of January. There's another scheduled for next nonth. Fromthe
nmeeting in January, the recomendation from the Advisory
Commttee was that additional deferrals for travel and residents
be put in place, and the recomendations was a cunul ative of 10
years residency in France, Portugal, and Ireland. I'm fairly
sure that's what's going to fall out next nmonth wll be
significantly nmore restrictive than that.

The Red Oross has proposed sonething significantly
nore restrictive. As of vyesterday, on ABC News, if anyone
happened to catch that last night, Red Cross publicly stated that
in Septenber they will be inplenenting donor deferrals for anyone
who has spent nore than three nonths in the UK since 1980 to
date, and nmore than six nonths in Europe 1980 to date.

W've been in discussions with the Red Cross in
terns of what their definition of Europe is. ne of the
definitions that we were given was that anything west of the
Ural s. Another definition is the FDA's list of BSE countries
that are on the BSE list. W think that they are probably going
with the USDA list, but that has not been finalized as of yet.
Again, they are planning to inplenent in Septenber.

(Slide)

So, huge differences between FDA and Red O oss.
W think that probably the biggest reason for that is the risk of

transmssion is theoretical, and in the lack of scientific
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certainty, we just don't know.

Whenever we speak to anyone from the Red Coss,
that perfect little article from Lancet 2000 is tossed out, and
there is one study that was suggested of transmission via
transfusion in a sheep nodel .

Qobviously, we in DoD are incredibly concerned
about a two-tiered standard because it really places us in a very
difficult position in ternms  of nmeeting  our r eadi ness
requi rements. W've been told that the standard of practice will
be the driving force for us. W will meet standard of practice.

(Slide)

There are, again, additional discussions of Health
and Human Services and DoD coming out with different standards.
| don't think that that will actually happen. W wll go with
the stricter standard. W were given those marching orders from
Dr. dinton and M. Kragan.

FDA is working with the Red Cross on a conpronise
for these standards. Wo knows what's going to happen with that,
but we stand at the ready to assist, if asked.

The reason | tossed up those initial slides just
letting you know that the l|argest organization in the US. is the
Anerican Blood Centers is that the American Blood Centers do not
plan to inplenent policies stricter than those recommended by the
Food and Drug Administration, hence the discussion of the two-

tiered system
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(Sli de)

As Col. Severin nentioned, the availability of
U K beef in EUCOM conmissaries, roughly 35 percent. Wat we've
been told by the FDA is that in the final deferral guidelines
that will be comng out in a matter of weeks, in addition to the
regular civilian deferrals there wll be a mlitary-specific
deferral based on the availability of the UK beef in the
conm ssari es.

What they are looking at -- they, being FDA -- is
18 nmonths for personnel and their famlies stationed in Europe
only during the times that the beef was available in the
conmi ssari es.

A major distinction there with what the Anerican
Red Cross is proposing is that their deferrals go to date. There
is no end point for theirs.

The FDA' s discussions with us regarding tightening
down their TSEAC recommendations is that they are considering
with a three-year travel or residency ban for Europe, and FDA is

looking at the USDA BSE list in terns of defining Europe. So,

still significant gap there between Red Cross and FDA
(Slide)
The deferrals will be stricter for our personnel

who were stationed south of the Alps, and it's only because of
the length of tine that the U K -derived beef was available to

t hem
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As of today, about 8 percent of the active
conponent is stationed i n EUCOM t oday.

(Slide)

| just tossed this slide in to kind of give you a
feel for where our people are, what countries they are stationed
in. Seeing as how we will be going with the actual list from
USDA and in addition to that the availability of the U K beef,
then this slide really becomes irrelevant because it really
doesn't matter if you were in Gernany or Netherlands or wherever,
if the comm ssary beef was coming fromthe U K

(Slide)

The USDA BSE List, the current |ist.

(Slide)
The proposals -- and this is only effective within
DoD. Going with the Red Cross proposal, we will |ose about 25

percent of our donor base across-the-board. Going with the FDA
proposal, we'll lose about 18 percent of our donor base, the
| argest inpact being on the Arny, the | east being on the Navy.
What we found when we ran the tapes that we
received from DVMDC with the assignnent histories going back to
'86 was -- as far as they could take us on those tapes -- the
deferral tinelines were really insignificant, whether we're
| ooking at 6 nonths, 12 nonths, 18 nonths, because unacconpani ed
tours in Europe are 24 nonths, so any deferral that doesn't peak

24 nmonths, it nmakes no difference to us. So, we -- again,
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bearing in mnd that FDA has told us we will defer anyone with 18
nont hs.

O course, we are obviously very concerned about
the public perception and inplied safety clainms of "our blood is
nore safe than their blood" kind of a deal.

You can scratch the 6 percent on the last I|ine.
W are looking at a 12-percent donor loss within the US.
civilian population. ['msure you really don't have to | ook very
hard to see or to hear the screans for donors during the sunmer
nmonths, during Christmas. The availability of blood will becone
a significant issue for the country once these -- if the Red
Cross actually presses forward and i npl enents their policies.

(Slide)

Some of the things that we've done to try to cone
to terns with the issues with the Red Cross and the ABC in terns
of what we wll be doing in DoD Dr. dinton has net
individually with the Red Cross and Americas Blood Centers to
give themour position, and that is that we will neet standard of
practi ce. W back in the Blood Program Ofice have hosted
strategic planning conferences to try to figure out exactly how
we can overcone that loss of one-fourth of our eligible donors,
and then we just have to really understand that we cannot depend
on civilian blood support in the future, not on short notice
anyway, because the products just aren't avail able.

(Sl de)
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What we will be doing to begin to get over the
hurdle is that we're basically going to optinmze blood
collections at training bases, the "bleed them before we depl oy
them concept, perhaps restricting access to sonme of our DoD
| ocations. W have an awful lot of -- Red Cross collects nore
bl ood off of DoD facilities than the Arnmed Services does, and
that's only because we just really have no need to have a donor
center in Geat Falls, Mntana, although we have a base there.

W | ooked at the Pentagon as a prinme example. The
Red Cross actually sets up and has a permanent shop there. I

don't think they're going to get many donors out of the Pentagon

once they press forward with that new policy, so we'll let them
keep the Pentagon. And then nodifying MUs wth civilian
agenci es. DoD does not have the donor collection capacity to

meet a short-notice MERCK (phonetic) type of scenario, we have to
rely on getting blood from the civilian agencies. So, we're
| ooking at a system here in a couple of nmonths of perhaps having
roughly half of the nation's blood supply being produced with the
FDA standard and the other half being produced with this other
standard, and we feel that we have to have all of the bl ood being
produced under one standard.

(Slide)

['l'l leave you with the last thought, and that is
we can certainly neet our peacetine blood requirenents just by

reorgani zing our donor center efforts onto the training bases.
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VW will have to do a good bit of additional recruiting to replace

that 25 percent of |oss donors, but it can be done and the plans

are in the works to nake it happen. That concludes ny briefing.

Any questions?

DR LaFORCE: | nmay have mi ssed this when you were

saying it, but when you look at the anmount of blood that's

collected in the Arned Forces, are you a net-plus or a negative

at the end of

the year? 1In other words, you're able to neet all

of your needs?

per cent .

units per year

MAJ. ALFORD: W are a net-plus.
DR LaFORCE: By alot or alittle?

MAJ.  ALFORD: By about 30,000 units, about 25

DR LaFORCE: So it's a lot.

MAJ. ALFORD: About 25 percent.

DR LaFORCE: So your requirenent is about 100, 000
?

MAJ. ALFORD: R ght, of transfused product, but we

wind up purchasing a |lot of blood because our najor donor centers

are at the places -- the training bases right now, really, and |

guess | arger
donor centers
places will wi

short-notice

troop concentrations. W don't really have |arge
servi cing Bethesda, servicing Walter Reed, so those
nd up having to purchase bl ood occasionally to neet

type of requirenents -- you know, irradiated

pl atel ets or HLA-rmatched product and those types of things. So,

(202) 234-4433

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

106

we do purchase sone 20,000 or so units a year within DoD. By the
sane token, we sell sonme of our short-dated units as well to go
out to the trauma centers rather than allowing it to expire on
t he shel ves.

DR LaFORCE | hate to make this sound like a

busi ness, but is that a break-even proposition, or do you |ose

noney?
MAJ. ALFORD: Ww. Difficult question to answer.
DR LaFORCE: No, it's an inportant question from
the standpoint in terms of the reconmendations. In other words,

do you really make an effort at trying to collect all the units
within the mlitary rather than giving all of those away, as you
currently are?

MAJ. ALFORD: W would lose. [It's a noney-Ilosing
proposition from that standpoint because -- it's a noney-|oser
for us because the products that we wind up purchasing are very
speci al i zed, very expensive products, you know, things that --
granul ocytes for some of the cheno patients occasionally, and
those things are just incredibly expensive, but we don't really
have a Center of Excellence, if you will, that require that type
of product on a routine basis, so we have to go out to the
civilian community for those.

DR LaFORCE: QG her questions, observations?
Joel ?

DR GAYDCS: Joel Gaydos, with the Departnent of
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Def ense Energent Infection System Does the Departnent of
Def ense purchase any bl ood fromforeign countries?

MAJ. ALFORD: Cccasional 1y, under enmer gent
situations, there is guidance that allows blood products to be
purchased in OCONUS |ocations if U'S. products aren't avail able.

And then we have sone additional requirenments such that requires
additional testing to be performed on the wunits that were
purchased, if that can be acconplished. If not, then there's
followup of the patient for additional testing.

DR GAYDCS: So that contingency still exists in
Europe in the event that blood is needed.

MAJ. ALFCORD:  Yes.

DR GAYDOS. And ny understanding is that we have
a fairly large nunber of DoD beneficiaries who are receiving
inpatient care in European facilities, health care facilities.

MAJ. ALFORD: | don't know if it's a |arge nunber,
I know that it does occur.

DR GAYDCS: Has there been anything happening
with regard to any of these individuals who may require blood
declining to use those facilities?

MAJ. ALFORD: |'msorry?

DR GAYDCS: Has there been any inpact from the
peopl e who woul d be using those facilities and having procedures
that may require use of blood, decline to use those facilities?

Has there been anything sent out to the beneficiary population in
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the way of information about using those facilities?

MAJ.  ALFORD: Not vyet. There are some -- the
educational campaign that CHPPM is spearheading, it has the
information that's being targeted to hospital commander s
informng themof the risks. W haven't gotten any feedback yet,
whet her or not that's being an issue.

DR LaFORCE: John?

DR HERBOLD: John Herbold, San Antonio. If we
can get back to the neat procurenent a little bit, |I'm not sure
if it's a risk assessnent or a risk comunication question, but
it struck me when we were trying to talk about evaluating the
potential risk for troops and their dependents stationed in
Eur ope of devel oping a variant CID and | ooking for it, that there
mght be a difference in two groups over there that a nutrition
habits survey woul d hel p support.

If nmenory serves ne right, the carcass beef
procurenent, | think as was mentioned by Col. Severin, is half or
quartered beef that was bought on the market in the UK, and
then it's those quarters or slabs are sent to each conm ssary
where butchers in the traditional sense prepare the cuts of neat,
and then the trinmmings and things are used for hanburger and
those things. And the risk, the potential risk, if the
bi ol ogical theory is correct, for variant CID would go wth
eating consum ng organ neats and nechani cally deboned hanburger,

whi ch does not occur, or did not occur, anmongst the conm ssari es.
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So, the beef that ends up in the conm ssary has
been trinmmed of a lot of things, and the organs have gone on to
the econony in the U K, and the carcasses are not mechanically
deboned, which adds nmore nervous tissue to the hanburger. So, it
seens to nme that the hypothesis would be that for those
dependents and active duty people who consunmed U K. procured beef
pur chased from the comm ssary would be less likely to be victins
of variant CID than those active duty folks and dependents who
pur chased and/ or consumed nore product on the econony.

And then as Dana alluded to, | also think that
when you're looking for clusters, the question is going to energe
in 15 or 20 years when you have several 30-year-olds break with
sone type of what's identified as a TSE, and then the question is
-- and they are nilitary-related, and then the question becomnes
were there nore of themthat were stationed in Europe at the tine
of the "nmad cow' disease scare. But it's a natural experinent
that's there, but it wouldn't be good -- you wouldn't be able to
do it unless you got the nutritional habits information now

W did a survey of a CID cluster in East Texas, in
Tyler, Texas, and it had nothing to do with the mlitary, but it
was a cluster in geography, it was in one county, and it was a
cluster in time that there was an excess of deaths. And it was a
cluster in that the average age of the folks that died of CID
were a little bit younger than what would be expected nornally.

And as usually goes with clusters, we had six deaths, and so we
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did a 4-to-1 match and we had 30 people in our study, and we put
together a food history that went back six decades, and it took
two and a half hours to conduct one survey on the tel ephone, and
| did a couple of them-- I'mglad | only did a couple of them --
because what we learned fromthat pilot effort was that was not
the way to do it, and we couldn't answer the question. But there
m ght be sone food for thought here, if there is any type of in-
hands dat abase available for mlitary folks.

And then, also, the question that cones to ny
mnd, since I'mon the other side of the fence now, is there a
seam ess interface between surveillance of active duty related
fol ks and then those who have a history of service with the Arned
Forces -- you know, |ike a national death index of some type.

DR LaFORCE: I was going to ask, GCol. Warde,
whet her you might have any insights, given the fact that they're
tal ki ng about U K. beef?

CO.. WARDE: Well, I'mreally following this story
with a closer than average interest, having lived through all
this, although | did serve nmost of ny time in the '80s and '90s
in Germany and overseas, which | am very grateful. But actually
it is not a lighthearted topic, and it is getting to the point
where coments like the fact that I'mquite glad that nmy blood is
no use to you, things like that, is wearing a bit thin because
one of these days | shall neet sonebody who has had a victimin

their famly, and then, of course, | shall regret having said
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anything like that.

But I'm watching all these conments. | feel that
everything that has been discussed here has been done with the
best intentions. It's all been extremely |ogical. I think all
the precautions that have been taken by the USDA, by the DoD, are
absolutely right. Nobody would wi sh the experience that the U K
has had to be experienced anywhere else, and | cross ny fingers
every day as | read the papers in the hope of seeing no new
devel opnents which would lead us to think that the epidem c which
is currently 99 cases in the UK, is going to grow any qui cker

Nothing that | have heard this norning has
pronpted ne to sort of throw any new light on the discussion.
The facts are extrenely well known, and | know that Col. Severin,
for exanple, and | have discussed this regularly and we conpare
notes, and it is a tense tine actually to see what is going to
happen in Europe and to see howthis epidemc will pan out.

| nmean, |ast week, there was the suggestion that
victins so far have been all of one genotype and that there nay
be a possibility of other genotypes becom ng susceptible but with
| onger incubation periods. That's a very shocking thought. I
take confort from the fact that | think that in sheep and in
cattle, the genetic susceptibilities, although not conpletely
worked out, is definitely a key to understanding susceptibility
to transm ssible spongiform encephal opathy, and that there isn't

yet any evidence that the other genotypes in humans are
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suscepti bl e. Apparently 40 percent of the U K population has

the genotype which is susceptible. That's enough, thank you very

nmuch.

DR LaFORCE: Thank you. O her questions,
observations? | really am struck that this may, 20 years from
now or 30 years from now, come to nothing -- in other words, no
epidemic -- but I'malso just as sanguine in terns of saying 20

or 30 years from now we may have a cluster of cases who served
over -- and it's going to be -- that's why | asked the question
about the food histories. That may sound pedestrian and sort of
mundane, et cetera, but that's the kind of information that if
you have it at least filed away, you've got sonething that you
can refer back to because having done food histories back as |ong
as like two or three weeks ago, it's hard to get a decent food
history two or three weeks ago, let alone tw or three decades.

So, 1'd just -- ny sense -- and | really would
like to throwthis out to the Board -- that | would think naybe a
little bit nore investment, and not expensive stuff, but a little
bit nmore investnent in ternms of information now rmay be of great
val ue to you 20 years from now shoul d soret hi ng happen and shoul d
you need a case control study, or should you need sonme nore
information in terms of dietary activities of individuals who
were in Europe. That's all. Yes, Ken?

CAPT. SCHOR This is nore directed at the blood

supply issue. If we're bearing the brunt of a policy that may
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not be well founded on science, which is | think what you said,
and if the brunt of that burden is maldistribution of current
supplies, we can nmeet our current needs for units, that begs the
qguestion of readiness should there be sone |evel of contingency
and increased denmand for bl ood.

So, therefore, at that point do we go screamng

and say, well, let's just change the policy, which creates a |ot
of problens. I guess even though we are a small wuser of the
overall blood supply, like we are in many other things Iike
vaccines, | wonder how we can raise this to a level of -- to an
appropriate level of national security issues. If it threatens

our ability to respond to contingencies and neet increasing
demands, then nmybe we need to articulate that need nore
forcefully and deal with that up front, rather than having to
deal with it after-the-fact.

MAJ. ALFORD: The availability, or the inpact on
availability of blood for DoD is being raised at the highest
level s -- Cabinet-to-Cabinet level -- that is occurring.

CAPT. SCHOR  And did they have the visibility --
you know, | would assune that the CINC Surgeons that would be
responsi ble for responding -- you know, | don't know what |evel

of concern they have for it, but |I'msure there nmust be sone.

MAJ. ALFCRD: A very high level. Unfortunately,
with the devel opments fromjust last night -- |'msure when | get
back to the office, as soon as | get back to the Beltway, |'d be
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able to call you up and give you a nuch better feel for what's
goi ng on.

In ternms of being able to get blood into DoD from
outside sources, we have contingency contracts with the Red
Cross, with Anericas Blood Centers. The concern for us, and with
the G NC Surgeons -- and this will be raised to them | guess,
next week -- is that there will be these two systens, these two
bars, one perceived to be lower than the other. And it may very
well turn out that it really doesn't natter, it's just a
theoretical risk. However, if 20 years or however it turns out
to be a risk or to be an issue, then we just want to ensure that
we've taken all the precautionary neasures that are prudent or
war r ant ed.

So, again, the blood, getting additional blood in
woul d be possible, it would just be the decision to use the FDA
standards versus the Red Cross' additional standard of practice
st andar ds. That decision would be nmade at a very, very high
I evel .

DR LaFORCE: Ckay. Thank you. Let's nove on to
the presentations on Influenza Survey Sumary. This is M.
Canas, the Chief of Diagnostic Virology, fromthe Air Force. You
recall her presentation, | believe it was a year ago --

M5. CANAS: Two years

DR LaFORCE -- two years -- howtine flies -- in

terns of influenza in the mlitary.
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M5. CANAS: Good norni ng.

(Slide)

The Departnent of Defense |nfluenza Surveillance
Program that operates under the support of the d obal Emerging
I nfections System continues to grow in scope and inportance.
the three influenza conponents, vaccine conponents, in this

year's vaccine, two were directly inpacted by this program

(Slide)
There are two parts to the program now. It is
triservice. NHRC in San Diego operates the population based

surveillance which collects sanples on a rate-basis from all of
the Recruit Training Centers. At Brooks Air Force Base, we have
operated -- actually, the program has operated there since 1976,
under the direction of the Ar Force, and it was known as
"Project Gargle", and we're out there basically just trolling for
bugs. Whatever we can find, from wherever it comes in, we're
looking for it and we are going to report it.

And to give you an idea, there's probably several
Board nenbers who don't know just how this program works. So to
give you an idea of what we do, each fall the epidem ol ogi sts and
the laboratorians at Brooks get together and we decide if there
are going to be any changes in the program over the past year,
and that infornmation is sent forward to the Ar Force Surgeon
CGeneral who nakes decisions and sends out the annual letter each

year which will mandate that all of the active duty individuals
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will be vaccinated and, at the sane tine, he nanes the sentinel
sites.

The |aboratory makes sure that all the supplies
are available and all instructions are in place for how to ship
t hese speci nens. Cenerally, it's the Public Health Oficer at
each installation who nakes sure that these sanples are collected
and are sent to the | aboratory.

Now, | need to also explain that our |aboratory is
a full-service reference |aboratory, so this is not operating in
a vacuum W have FedEx contracts for virtually all of our Air
Force mlitary treatnent facilities and several other -- the Arny
and Navy are also able to utilize this when they are sending us
clinical sanples and these respiratory sanples are included in
those shi prments

And in the |aboratory then, we do generally good -
- well -- always do good |aboratory practices to isolate any
virus that's there and to report out. Now, each one of these is
entered into our database system as a patient history, and the
results then go back to the base as a patient reportable report.

But that may not go directly to the epidemologist, so our
Epi demi ol ogy Departnent also gets that i nformati on, Col .
Neville's people, and they email back to the Public Health
Oficer, so he has sone kind of a real-time infornation about
what's going on in their facility. They can do followup on

those cases, to nake sure any vaccination histories are put into
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the conputer systemand, if there are any possible interventions,
they will be able to inpact those also. And, of course, they can
collect all this information and do a variety of different
reports that always do cone up.

W send an annual report each year to the CEIS
office, as well as to the various sites, and it goes up on the
Wb site, and then fromthe |aboratory, we do antigenic analysis
of the various influenza sanples that we get, and selected
isolates are then sent on to CDC where determ nations can be nade
for vacci ne conposition.

(Slide)

And this is our map this year. VW have in blue
are those mlitary treatnment facilities that we have had for nmany
-- we basically choose these for training sites where we have
many individuals who are comng together, and we are very
interested in their public health as well as surveillance. W
want to be able to intervene as quickly as possible if there is a
respiratory i ssue going on.

Now, Lackland is a Recruit Center, and they do
send sanples on a rate basis to NHRC for inclusion in their
dat abase, but we have a long historical association with them
sendi ng sanples, and we are in the same town, so they do tend to
send us quite a few sanples fromthe individuals who are ill and
they want imedi ate update on what's goi ng on

W' re al so choosing sites on the coastline so that
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we're getting people who have been overseas and they may be
bringing with them a flu virus or another virus that they have
contracted overseas.

(Slide)

And then all of our overseas facilities. And |
woul d say that the Navy out of Pearl Harbor in the Pacific, has
been particularly helpful in soliciting and collecting sanples,
and we've gotten a lot of good results and good information from

t hem W' ve got sone proposed sites in Honduras, Uganda, and

Bol i vi a. These are not online yet, but we're still working on
bringing them There's always some unique political
considerations and logistical -- shipping is truly the weakest

link in this whole program and it takes a lot of tinme to work
that out.

And the mpbst exciting part of the programin the
|ast few years has been working with the Arny and Navy Medi cal
Research Facilities overseas, over in Thailand, AFRAMS in
Thai |l and and Nepal, and with NAMRI I D down in South America, where
they' ve been able to ship sanples, and that takes a |lot of effort
on many people's part in order to do those. And we often wonder
if the result is really worth it.

This is this season, what we have received from

sanples that were collected after COctober 1st. W tend to get
these in -- we've had three shipnents, and each of them have,
wel |, about 100 sanples each, but sometinmes the collection rates
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were sooner, so those were not necessarily included. But you can
see we've had a very good following of a case definition of
respiratory illness. W're getting very good results from these
sanpl es, especially fromPeru this year.

In Argentina, we continue to see Flu-B as it
increases this past year. Nepal has always been exciting, and
there is no surveillance in that area. CDC and the Wrld Health
Organi zation considers this a particularly inportant site because
it's on that nmajor trade route between China and India, where we
could possibly pick up sonething that's emerging in that area of
t he worl d.

Thail and, we have been able to get sanples from
the Anerican Enbassy from that area of the world. Ecuador, we
actually did get sanples and isolates, but these had been from
| ast summer, so those were not included in this total.

And so 6 percent of all our sanples cane from
these sites. That represents a significant part of the program
and also it establishes -- perhaps the nost inportant,
establishing that infrastructure so that we can respond to
out breaks, and we have in the past.

(Slide)

This is our graph fromthis past year. It pretty
much | ooks like any influenza season, with the peaks comng at
the proper tines, in the January-February tine frane. W have

the percent-positive that were isolated over on the right chart.
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The one very significant difference this year that
we very seldom ever see is that it was alnost an equal A and B
year. Alnost always we have a predom nant strain. It has been
the HBN2 that may trail off at the end into a B, but to have this
many As and Bs at the same tinme is very unusual

And, you know, you always wonder -- the scope of
our program of course, is totally dependent on what we get in
fromthe sites. Wen | was reading the CDC Annual Update for the
United States for this past year, first of all, they said that 13
percent of the specimens that were subrmitted to their sentine
positions were positive for influenza. So, | figured ours, and
we had 12.9 percent of ours. | didn't round it off just so it
could be different.

CDC al so reported that 58 percent of their sanples
were A and 42 percent were B. Qurs were slightly different, we
had 44 percent A and 56 percent B, and | think that difference,
the increased B, is for two reasons: One, probably just the
artifact of surveillance. A lot of our sites may have been from
areas that they either didn't get as many or different areas of
the world all together. But perhaps another area is |nfluenza-B
is somewhat less severe than the H3N2-As that have been
circulating in the past. And because of the vaccine shortage that
we knew was a problemthis year, there was increased awareness of

the inportance of surveillance. | had many calls from conmanders
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who were very concerned of what it would nean to their unit if
there was an influenza outbreak. So, | think our surveillance
started much earlier and probably included nany nore peopl e that
may not have sought health care in the public sector. That's a
possi bl e explanation for why we had nore Bs, although it was a
very equal A-B year.

(Slide)

These are the nunbers.

(Slide)

And in your handouts, the second page has each of
those broken out individually so you can read them a little
easier. W do look for, besides Influenza-A and B, we |ook for
adenovirus, herpes viruses, Parainfluenzas which right now we're
seeing quite a few Para-3s, enteroviruses. RSV is not a good
sanple in this particular study. It's generally the pediatric
popul ation. So, while we do get RSV requests, it's usually done
on-site. Qurs is usually just confirmation of soneone el se's.
So, if we were to include RSV in this study, it would dwarf
everyt hing el se probably.

(Slide)

If we look at hospitalizations using the standard
inpatient registry data, this is just kind of to give you a
flavor of the inpact on the health care program These are the
rates that have been coded upon discharge, so there should be

sone -- and they are across services -- they should have sone
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idea of what it has neant this year. W are not conparing to
anything, we are not naking any assunptions on rates, but there
is-- we did pull out this data.

(Slide)

And, likewise, with the anbulatory visits which,
of course, the physicians record, you don't see a |ot of change.

Interestingly, that code for influenza seens to be rather steady
through the year, although if you pull it out wth everything
else, we do tend to see the peaks a little bit nore readily, but
exactly what this inpact is, we need to do formal vaccination
st udi es. W really have one planned. W would like to get it
started, but |ike everyone else has been able to say, we have
inmpacts on tine, noney and other resources, but we do have one
pl anned for overseas at Yakota, if we can get to it.

(Slide)

If we look at all of the specinens that we did for
the last two years, we see sone peaks in there that probably the
normal popul ati on doesn't see in the sumrer nonths, which can be
accounted for by our adenoviruses, but you get an idea that there
are nany respiratory viruses out there. And, of course, this is
the problem they all are flu-like illnesses and the civilian
popul ation tends to group them all wunder flu and confuse the
si tuation.

(Slide)

If we take out those negatives and just |ook at
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the positives, then you really can see the inpact that
adenoviruses had on our program and these mainly are from
Lackl and, from the Recruit Center. In fact, 20 percent of all
the specinens that we submtted were positive for adenovirus, and
from Lackland, the last tine | figured 60 percent of their
sanples were positive for adenovirus. And taken together

i nfluenza and adenovirus accounted for 78 percent of all the
respiratory pathogens that were isolated in this program

(Slide)

If we take out adenovirus, now we're back to our
typical influenza curve that we're used to seeing, with the peaks
that are in the wintertine. This year was a relatively mld
season by accounts in the general population. Because we do tend
to -- well, because our program is worldw de, we are getting
speci mens constantly, so we don't see the end that mpst other
places do -- we do tend to see the same peaks, though, at the
sane tinmne. That nmay change as we get nore sanples from South
Anerica and we start looking at nore summer peaks. This
information is now requested by the Wrld Health O ganization so
they can use it in their Septenber neeting for the Southern
Hem sphere vaccine infornmation that they will decide on for that
particul ar vacci ne.

(Slide)

If we ook back on sone of the summary, what we've

been able to acconplish for the last two years since | was here
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up until this year it has been predom nately an H3N2 year. It
was A-Sydney, it grew very well. It was easily nanufactured.

Last year, we were able to isolate A-Pananma. This
was able to cover the A-Mdscow strain that had been identified as
an H3 variant, but it didn't grow at all. A-Panama grew, that
was the good news. The bad news was it didn't grow very well,

and that was one of the reasons for the supply problens with the

vaccine this year. They do have that up and running, and they
expect it to be okay for next year. They have production for
t hat .

Qur nol ecul ar Department has greatly increased.
W do sequence analysis as well as PCR for type detection for the
various strains. Al of this information is shared with the CDC
in a way that we're trying to nmaximze resources so that we're
not duplicating each other's work, but we can benefit. Ve do
have sone publications in the works between the two
or gani zat i ons.

This year has been predominately an HL year. CDC
reports that 96 percent of their As were HIL. Actual ly, only
about 64 percent of ours were Hl, but that truly is a reason for
geography because from Korea and trailing them through the
Pacific, we got several H3N2Zs. Wien | reported this at the
VERPAC neeting in January, imediately afterwards they asked for
those isolates, which we'd already sent to them

So, the H3s that they wll analyze for next year
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were very inmportant to them And we did, just |ast week, we got
anot her H3 from Padi na.
We have al so nol ecul ar characterization of over 50

of these strains and 8 have now been sent to the GenBank dat abase

system -- this is from our publication so that any future
publications we will have to be recognized for these various
i sol at es.

VW continue to build on the infrastructure for
this program The A-Panama cane about because CDC contacted us
in the sumer that they had reports of an outbreak in Panana, but
they had no isolates, was there any way we coul d get sone.

Howard Air Force Base was still here, but it was
in the process of being closed. They were literally within weeks
of closing. | was told when | called the Lab Oficer, he didn't
even know if they had people available, but we stressed the
inmportance of the program and he had collection naterials.
Wthin two weeks, they had sent us 24 sanples. W had isolated 9
I nfl uenza-A and sent those off to CDC, and the A-Panama was
identified as the variant that natched the A-Mscow already
i dentified.

Because ours are tissue-grown isolates, they asked
for the original sanple, which we save, and that then they could
use for their vaccine seed strain virus.

| don't have this year to say that we're going to

have next year's vaccine. W will still have the A-Panama, the
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New Cal edonia are still in the next year's vaccine, the B wll
change to be Seschuan, Yamanishi virus has been around for
several for several years, not covered quite as well this year,
and the Seschuan, there are one of possible three seed viruses
that will cover that one. Those did not cone from our |ab, but
still the numbers that we have are inpressive. They coordinate
with other people, these vaccine decisions have to be nade very
early. It's a dicey situation to decide in January what shoul d
be in the vaccine that we're going to take the next fall, so our
nunbers do lend credence to what they have, and the programis
gai ni ng support and even notoriety as we go forward.

Are there any questions?

DR LaFORCE: Thank you. Bill?

DR BERG That's very useful. | am curious,
though, why you feel that the earlier surveillance accounts for
your different proportion of B virus isolates fromthe CDC guide,
and |'m wondering whether this mght be due to different
geographic areas for your sanpling. Did you look at the virus
i sol ates by geographic area, and what do you think you would find
if you excluded the foreign isolates and conpared your U.S.
isolates with the CDC s U S. isolates, whether you mght end up
havi ng conpar abl e percentages of B and A?

MB. CANAS: | know that the H3s were a natter of
geogr aphy. The Bs, they stayed pretty simlar for the United

States. | mean, we had a lot of Bs at El nandorf and Shepherd, and
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they sent us a lot of sanples, so it could be the geography of

those -- and Travis -- those particular sites sending us a |ot
that increased our proportion. And, overall, the results are
probably not significantly different. It was a very unusual A-B

year, but there is always the artifact of surveillance that is
going to inpact that.

DR BERG I would suggest analyzing the data by
geographic area and the excluding your foreign isolates,
conparing just your U S isolates with the CDC U. S. isolates, and
see whet her you have conparabl e patterns then.

DR HERBOLD: Does the DoD have a policy on
imunizing the mlitary people. Based on the nunbers here, it
looks Ilike there was a lot of influenza that would be

prevent abl e.

M5. CANAS: Al  active duty individuals are
supposed to be imunized, and | believe we claim about a 90
percent rate. This year, of course, there were sone problens

with the vaccine coming in later, and |I'm not real sure when --
Col. Diniega, do you have information on that?

CO.. DONFEGA: Well, yes. Influenza is certainly
one of the wuniversal vaccines required for the nilitary
personnel, as is hepatitis-A and anthrax. But the nunbers you
see are not only from active duty people, the requirement for
active duty people. You are seeing a mixture of famly nenbers,

| think are in the sanple, and retirees.
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V5. CANAS: And we are always trying to pull out
that data. It's hard to pull out that data and get good rates on
what that neans, but we're working on that. W actually have
peopl e who are trying to find that, that's why we need a vaccine
effectiveness study where we're actually looking -- we can
actually track those people who have been vaccinated, when they
were vacci nated versus when they cane down with illness, with a
case controlled study. W know it's not a perfect vaccine, but
the statistics are inpressive on how effective it is. And in an
i mmunol ogi cal ly healthy population, which is what we're talking
about, it should be about 90 percent effective.

In the April 20th MMAR standard that CDC put out
on their influenza vaccine, they have a study this year for the
first tinme on the econonic inpact. It would be interesting if we
could apply that, too, the influenza vaccine in the genera
popul ati on could nake a huge difference. W do test anybody. W
are looking to know how many breakthroughs there are in the
vacci ne. Certainly, we get dependents -- and in our renote
sites, that's the local popul ation.

DR LaFORCE: Correct nme if |I'mwong, though, but

last year in the nilitary there was very little influenza, right,

in the active -- | nean, it looked like the match was very good
and there wasn't very nuch disease at all, right?
CO.. BRADSHAW | think even across the country,

it was | ess than usual
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DR LaFORCE: Ri ght. And | am again, still
struck with this huge fraction of isolates that's adenovirus. |If
and when the adenovirus vacci ne cones, you're out of business.

M5, CANAS: Ch, no

DR LaFORCE: No, |'mjust kidding

COL. M CHAEL: Rodney M chael, from the Mlitary
I nfectious Diseases Research Program I have a couple of
guestions. One, you indicated that there is grow ng support for
the surveillance program the influenza surveillance program and
the work that you do, which |ooks pretty good. ' m wonderi ng,
does that support come fromHealth Affairs in the form of funding
the devel opnent and nai ntenance of infrastructure especially at
the overseas | abs. In Peru and Athens, for instance, is that
infrastructure fully burdened for the cost of the surveillance,
or where are those dollars conmng fron® Is Health Affairs
actively supporting that?

Then the second question goes to -- Dr. LaForce
just nentioned, what were the subtypes of those adenovirus
i sol ates?

V5. CANAS: Yes, we have good support. This was
an Air Force program but it's now funded under d obal Energing
Infectious -- the GEIS office. They are fully supporting us. W
are trying to work it out. Ar Force is the lead agent. W are
trying to work that out. But at this point in tine, GES is

funding it.
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W do the laboratory work, we are funded for that.
The AFRAM NAMRI I D, those are funded at those places. They pay
for the shipping of the specinens. W send them supplies. They
take care of getting the specinmens to us. At this point, we are
-- it is fully funded. W have a | ot of support.

Adenovi ruses, we've been concentrating on getting

the flu subtypes. Those that we have done so far have been
mainly 4, but we have sone 7s, but they are still in the vaccine
types.

CO.. PATRICK: Wen you say they pay for it --

M5. CANAS: G&EI S

COL. PATR CK: GElS pays for NVRCD and AFRAMVS
infrastructure, shipping costs and all that?

M5. CANAS: They support those programs -- we have
our influenza program that is supported in Influenza, and then
I nfluenza is supported under the NAMRI I D and AFRAMS prograns. Do
you have anything to add to that, Dr. Gaydos?

DR GAYDCS: No. They put in their budget every
year to GEIS, and they include the influenza part of it in there,
and they are funded.

DR LaFORCE: Yes?

DR SHOPE: Bob Shope, University of Texas Medical
Br anch. Looks like you have a lot of negatives. | suspect
that's common, and |I'm wondering, is the Defense Departnent doing

anything to find out what those negatives are?
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V5. CANAS: That's always a question. Ve al ways
wonder, did they take the specinmen too late, did they not handle
it right, is there another virus there that we're not picking up
-- that's always a question. Interestingly, though, across the
years, the percentage negatives remains fairly constant.

DR SHOPE: It's also seasonal, apparently.

Next slide, please

M5. CANAS.  Yes

DR LaFORCE: You haven't answered his question.

MB. CANAS: Because | lost track of what | was
sayi ng.

DR SHOPE: What is being done to further study
t hose negatives?

M5. CANAS: Well, in the laboratory, we're always
looking to inprove what we're doing, just better techniques, we
try new systens. | wll say one of the things we did this year,
just before the VERVAC neeting, the vaccines neeting in January,
the week before we received a shipment from Nepal and Thail and.
In an effort to take sone information to them the nolecul ar
bi ol ogi sts went into the direct specinen. He chose a subpart of
those sanples and used PCR analysis for Influenza-A and B, and
actually identified several that we were able to report. So
those were directly from the sanples, which holds pronise, and
they did when we did the laboratory later, but this kind of

technol ogy where we may not have to have a viable virus to -- of
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course, we have to know what we're |ooking for. W' re al ways
| ooking to inprove that, every | aboratory. But our negatives
are consistent with other prograns and their negatives. | think
it's just part inherent in a program A person may be ill, but

if they are no longer shedding viable virus when they take the
sanple, we're not going to get it. If they don't handle it
properly, they are labile, we're not going to get it.

| think it's amazing that we get as many as we do,
especially fromthese overseas sites.

DR SHOPE: M/ questions wasn't intended to be a
criticism

V5. CANAS: Right, but you're right. This is
always sonething we're looking at -- should we be getting nore
fromthese?

DR LaFORCE: Col. D niega.

CO.. D N EGA Actually, at the VERVAC back in
February, a lot -- that same question cane up because a |ot of
the labs will look just for influenza. And the question cane up,
why aren't we looking for other things? And | have to say that
what they look for are currently what we think are the inportant
things in respiratory illnesses. But | think the same question
goes to other reference |aboratories in respiratory illness, what
are they looking for, and sone of them are a lot nore linmted
than what the Air Force |abs are.

M5. CANAS:  Another possible part of this is the
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rhinovirus probably nmakes up a part of that, and our |aboratory
protocol is not set up to isolate the rhinovirus.

DR LaFORCE. Yes, Jin?

Lt COL. NEVILLE: This program is dependent on
clinicians and all the different clinics just gathering what they
can. It's not that research assistants are trained to do
whatever, and they are not a study popul ation where the person
comes in within the first 48 hours and so on. So, a lot of the
sanples that we'll get wll be negative just because of that
met hodol ogy.

But the other thing is, as Linda just said, there
are other pathogens that could be detected probably in that
speci men, but that would take a lot nore |aboratory resources to
try to ferret those out like the rhinovirus, and just that |ist
that we use is the one that we test for.

DR LaFORCE: David, then Joel.

DR ATKINS: Is there a clinical case definition
that is supposed to precipitate the sanpling?

V5. CANAS: Yes, it is. It's very nuch like the
CDC -- fever, 101.5 greater than or equal to, cough or sore
throat, indication of respiratory illness.

DR LaFORCE: Joel .

DR GAYDCS: Joel Gaydos, Department of Defense,
Emer gi ng | nfections. | think there are two points in answering

Dr. Shope's question. One is that we certainly believe that in
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addition to the problens with isolating the viruses and other
possi bl e viruses, that we have bacterial agents out there that we
are not identifying. W have data that have been collected by
the Navy Health Research Center in San Diego, to indicate that we
are probably seeing a lot of mcroplasma, chlanydia, pneunonia,
and pertussis. W don't have laboratory techniques in place. W
aren't looking for that. So, the people in San D ego have been
attenpting to develop that |aboratory expertise, and we hope to
be exporting that.

The other thing is that these specimens are com ng
great distances. They are being shipped on ice. W have had a
ot of problens with them W do have a case definition. W do
try to get specinens early in the course of the clinical illness.
Those things aren't always working. And so we're hoping to
improve our collection techniques going to nolecular methods
which will make it cheaper for us and easier for people to
collect them and ship them And we started a pilot programwith
NRHC in San Diego, and Dr. Tom Enburger at the AFIP, to |ook at -
- to conpare sone nolecular collection techniques wth our
current traditional techniques. So, we are trying to |look at al
the variables that we think are inportant, that we're not
accounting for right now

DR PATR CK This may followup a little bit on
what Joel just talked about. I notice one of the inpressive

things in the slides is the nunbers of cases of hospitalizations
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due to pneunonia. Wat is the etiology of the pneunonia cases?

Lt COL. NEVILLE: That was just a smattering of |1CD
codes that see in pneunonia, that whole category, 487. So we
didn't break up that. W could get that, but that all depends on
the ICD coding at the discharge diagnoses. A lot of those didn't
have bacteriologic confirmation of that etiology, and some of
those even had the etiology coded out, but in the record, the
nmedi cal record, there wasn't any pathology or mcrobiol ogy
specimen to support that. So, whether there was a clinical
di agnosis of a pathogen or not, so that's a harder question to
answer w thout a formal study.

DR PATRI CK: But it seens like that mght be an
i mportant question to begin to try to answer, to look for sort of
new patterns or whatnot. I'"'m sure you're curious about that,
this is quite a few hospitalizations.

Lt COL. NeVILLE The question came up about
vaccine failures, | thought, at one point. That's another thing
this program isn't designed to detect, but two years ago, of
those specinmens that were causes of influenza, just over 180 of
them occurred in active duty people who had received the vaccine
at least two weeks before that. That neans there are vaccine
failures, and why the vaccine didn't work for them -- no vaccine
is 100 percent, certainly, but that seened |like a fair nunber of,
with the nunber of cases that we saw

DR LaFORCE Except that, renenber, there's a
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mat henatical relationship. The higher your vaccine coverage, the
hi gher the fraction of cases that do develop the disease have
been vacci nat ed. And so the "vaccine failure" rate works out
with a vaccine efficacy of 90-95 percent. Once you have coverage
that's above that, alnost every single case that you find has
been vaccinated. They are all vaccine failures. So, you really
shouldn't be too worried about that. Again, it's the popul ation
based effect, and you have a powerful exanple of public health in
this, | think, the Influenza Program within the Arned Forces,
real ly.

| think from the Board' s standpoint, we want to
say thank you agai n. W said thank you a couple of years ago,
thank you again. This really is very, very useful information
and continues to serve as, frankly, pressure to maintain the
important issue of surveillance for respiratory diseases, which
is very inportant. Thank you.

W'l finish this norning's session in terms of
Vaccine Health Center Wrk Goup, a presentation by Col. Renata
Engl er. Apparently John Gabenstein was also going to be a
presenter, but he's testifying in Texas, | think.

COL. ENGLER That is correct.

DR LaFORCE: That is correct.

COL. ENGLER He was held over. The trial
cont i nues.

DR LaFORCE: Well, when you see John, please tell

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

137

himthat we m ssed him

COL. ENGLER I will be happy to do that. I
understand he had the benefit of giving you the core briefing
about the Vaccine Healthcare Center. |If you stunble on the nane,
the pneunonic we're trying to propose is VHC He gave you the
history and the background and the congressional intent of this
initiative as a collaboration between the Center for D sease
Control and the Departnent of Defense, and in response to a |ot
of the <concerns that have been raised in the innunerable
congressional hearings that have surrounded not just vaccine
safety, but also specifically anthrax, and for those of you, if
you weren't in Hawaii and didn't have a copy of the two-page
infornmati on paper that John and | put together, with the m ssion
vision, the congressional citation, et cetera, | did bring sone
extra copies, but | assumed the najority had had those questions
answered, and unlike ny usual talks, I'mgoing to keep this very
short and just have a few slides becuase we really want to have a
lot of time to discuss and have input fromyou all in response to
this being really a request for help and a request for a
partici pation and engagenment of the AFEB as has been nade to the
ACIP in the context of this network devel opnent.

(Slide)

Just to refresh your nenory, this a summary of the
goal s that after a year of hashing out between CDC and oursel ves,

cane or were extracted partly to support the fact that we are in
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conpliance with the congressional intent -- that is to enhance
safety and quality of vaccine delivery, the clinical site of the
i mruni zation challenge, and to inprove the reporting of adverse
events after vaccination, wth the target initially being
anthrax, but really towards all inmunization adverse events, and
to make the quality of those VAERS of a better depth and, in
addition, that the focus of the VHC network would really be to do
sonething relatively new in the context of VAERS, which is to do
foll owup VAERS on individuals who have had VAERS files because
at the present tine, in the congressional hearings, there is not
really good data on the outcomes of individuals who have had an
adverse event report, what is their quality of life, what are
their problens a year or two later, and the VHC resource and
staffing potentially has the capability to partner with I|oca
facilities and health care providers to do this and to do an
outreach program to really do significant quality inprovenent in
the VAERS process simlar to enhance proactive safety
surveillance that we see in the airline industry.

Al so, what grew out of the congressional hearings
was a great concern about the handling of individuals wth
conplex or multi-system adverse events. \Very rem niscent of our
other challenges with Qulf War illness, Agent Orange, et cetera
when patients in our very downsized health care system wth
shrinking resources are conplex and do not have easy, sinple

di agnoses or have very chal |l engi ng both di agnosti c and nanagemnent
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denmands, the system frequently breaks down. And this is
increasingly also evident on the Reserve side of the house where
access to facilities that really had no involvement in the
briefings about anthrax adverse events or the clinica
guidelines, and it's amazing to ne that it is only in the |ast
coupl e of months surrounding a very controversial, that it becane
clear to us that the Sue Bailey neno that enabled individuals to
access health care in our DoD system even if they were not
drilling on active duty, if it was a vaccine-related adverse
event, that information never got to the VA

And so in those areas where the primary access of
Reservists is to the VA because there is no mlitary MF or
tricare network, basically they were refused care.

So, as the program has evolved in terms of trying
to manage the predictable 1 or 2 percent of individuals who nay
have problens with any prescription drug or vaccine, we've
uncovered sonme of the problens in our health care systemand its
weakness and how we have to assure that our service nenbers have
access to care when they do have probl ens because, clearly, that
is the passion of individuals who have not been handl ed well, has
driven a lot of congressional concern and adverse publicity for
anthrax and for inmmunizations in general. So, that's one of the
maj or focuses that led to the support for the VHC concept, as
also a clinical service and support, which is really a novel

part ner shi p. The CDC has never been in the business of
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partnering on quality inprovenent in clinical services, and there
clearly are growing pains in that area

In addition, the -enhancenent of education and
i mproved vaccine acceptability both among providers and
beneficiaries is an inportant core goal, and | think recently
there was very interesting article about influenza vaccine
acceptability anong health care providers, and anmong the worst
users in civilian hospitals and | east acceptability and faith in
vaccines were physicians and nurses. So, all of that also
i npacts and has certainly been a factor in the anthrax program as
well. And then the network as a resource that shares information
both with the CDC and the mlitary surveillance systens and ot her
agencies in relation to vacci ne safety surveillance

(Slide)

This is the organizational chart. John wanted,
when we talked about planning this request, wanted to just
refresh folks' menory in terns of the prelininary design and,
really, the VHC network is a work-in-progress, and when we
envisioned it, we saw the need for a clinical advisory board or
wor ki ng gr oup.

John has already been to the ACIP on this behalf,
and has buy-in from select nenmbers of that group to participate
in the VHC dinical Advisory Board, and this is our fornal
request to the AFEB to al so submt participants in this process.

The group on the left, the Miltidisciplinary
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St akehol der dinical Wrking Goup, which is sonething that we
all have begged for and like using draft vaccine infornation
sheets so we don't have to wait eight nonths after a vaccine is
on the street to get sonmething to work with, to deal with sone of
the practical clinical problemsolving that has arisen in the
context of immunization health care are still anong the goals
and, at the present tine, first, the Walter Reed Vaccine
Heal thcare Center has hired 90 percent of the personnel. W have
just conpleted a nine-week training session for the nurse-
practitioners and the staff, and are developing SOPs, and every
day encountering new questions that we hadn't anticipated in the
| ogistics of this kind of a collaborative effort.

W see the purpose of the dinical Advisory Board
as one for consultation, review, and to conment on certain Catch-
22 clinical managenent issues as well as hopefully ones that are
alittle less shade of gray. On the devel opnent and oversi ght of
certain quality assurance protocols and the nanagenent of conplex
adverse reactions, we are increasingly also coning up with this
issue of disability just as the childhood immunization adverse
events that were rare but disabling in ternms of assuring that

there is adequacy of support both healthcare access and

disability support, if the outcone is prolonged in its inpact
and, again, nmaking this approach really -- there are nunerous
cases that we struggle with which, if presented to -- recently we

presented a case to a national expert who does a lot of court
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testinony on adverse reactions, not vaccine-specific, and the
case we presented was a conplex one. And he said, "well, if |
was asked a question, you know, is this likely that this is
anthrax-related, | would say no, but with the details of the
patient and the reproducibility of the synptons with repetitive
shots, if | was asked the question froma disability perspective,
is the adverse wevent possibly related, or triggered, or
exacerbated by the anthrax vaccine administration, | would say

yes, it is possible".

(Slide)
And so, in that context, to get away from the
adversari al positioning that individuals who have nedical

problenms need to fight for or prove that there's causality in an
absol ut e epi dem ol ogi c sense to get access to care or disability,
we hope that the VHC is going to help, in partnership wth
advi sory groups, develop sone guidelines that elimnate sone of
that polarization and the problens that have fed the negative
perceptions of the anthrax program and i munizations in general.
VW'd like the expertise to be broad-based for the
advisory group, wth clinical wisdom to include nursing
perspective, with the thought of maturing policy, not naking it
and, again, giving the clinical side of the house a way to work
i ssues. Policy are usually one-page docunents, and Ben Wthers
made the comment that the clinical side wants details. | would

say that there are an awful lot of problens when you try to
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execute triage of a shortage just with the flu program The CDC
gui delines and DoD guidelines of prioritization for risk groups
basically didn't work because we didn't have enough vaccine for
several nmonths. Any one of the high priority groups would have
exhaust ed | ocal individual supplies

So we had to sit down at local sites and do
subprioritization and, you know, having a forumin places to work
the finer details -- which the devil is in the details, as you
all know, particularly in clinical care -- | think wll
contribute to sone significant and needed quality inprovenment in
i mruni zation health care in general.

John and | envisioned two to three AFEB nenbers
being the commtted individuals, as one proposal, and the
question of structure, frankly, we hope will be discussed and the
wi sdom that's in this room will help us with that. W tal ked
about one to three tines per year neetings, and those being
either by telephone or with alternating half-day sessions that
are linked to one of the already existing neetings so it's not a
separate kind of event, and then other approaches to be defined
in the discussion here.

(Slide)

These are the names of the individuals that so far
have been identified from the ACIP side to become involved in
this effort. And with that, | wll basically open the forum for

qguestions and di scussion, and anything you all would |ike.
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DR LaFORCE Col. Engler's presentation is open
for discussion. | would say that this represents an absolutely
| ogi cal continuation of something that was started al nost a year
ago in terms of discussions. So, fromthe Chair's standpoint, |
am delighted to see that this has progressed in the way that it
has.

CA.. ENGLER | just want to say that form the
time last year when the CDC asked us at Walter Reed to propose a
plan -- we agoni zed about how to do this -- to address all the
concerns we've had for nany years and that have been discussed
here, also about deficiencies in imunization training, et
cetera.

| think there's a huge -- |I'm just really
delighted with the enthusiasmthat we have found, and | woul d ask
all the services and all the individuals here, please, we are a
small group at this point. The personnel are learning, and it's
been a very interesting journey because, as you know, the
individuals that are hired are through a Federal Qccupational
Health contract, and they are civilian, and it's been very
i nteresting.

W had them go through the AVIP University for a
week, through the five-week training that we do for enlisted
personnel at Walter Reed at the Triservice School, and it was
interesting because they brought a civilian perspective to the

i ssues and the concerns. And so to make these individuals
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synpathetic to the mlitary perspectives and challenges -- and,
of course, | don't know if any of you have noticed that the
publicity and the adverse articles and controversy continues to
foment at a fairly high rate, and every other day | have to go --
they say, "Look at this article. There is evidence of a cover-
up", and trying to explain the press to civilians who | amtrying
to engage as a team to help work with us has really been a
| earning journey. And we're supposed to be an outreach nediator
group, and we're supposed to be a safe haven.

One of the things | wanted to bring up because it
has given me gray hairs is the question of confidentiality.
Congress really wants this wunit to enable people to file
confidential VAERS with help, but where the VHC, wthout the
perm ssion of the individual, would not make that visible to
anyone in ternms of the identity. They would just be coded and

sent in to the FDA system So they would bypass the internal

VAERS process within the mlitary system and how to align that.

Now, information from FDA VAERS goes to AVIP in
relation to anthrax, but the logistics just to the agency data
connectivity, et cetera, it's very conplicated and we really do
need a lot of help and would like places to bounce the problem
and the questions off of and guidance of where to go. W'Il|l need
all of your help in this room for each of the services, and

particularly also the Reserves seens to be a growing area of
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chal | enge and problens to work through.

DR LaFORCE: Dick?

DR MLLER Col. Engler, VAERS certainly reports
a small fraction of the true adverse events, and a particular
fraction there are sone hiases that go into it.

COL. ENGLER  Absol utely.

DR MLLER As you bring these health centers up
and continue to accrue VAERS, are you concerned that one of the
things that VAERS does provide, and that is the recognition of
trends, will be lost? In other words, the nunber wll go up
every time you bring a VHC up, and the mx of reports will go up
so that will be lost. Does this concern you at all?

COL. ENGLER Vell, let me start with what the
concern congressionally and nationally is. The congressional and
nati onal concern is that the visibility of VAERS as a system
anmong health care providers is incredibly poor. And what's
already happened is, | can't tell you how nmany tinmes cases now
conme to us where a specialty is involved, we go and | ecture about
range of adverse events and vacci nes.

And the Chief of Neurology at Walter Reed recently
said, "You know, before you were making this visible and the
concerns, et cetera, there are cases which probably should have
been reported that were serious, with neurol ogic synptons, but it
didn't dawn on anybody because nobody thought about VAERS"

So, frankly, the greater problemis that VAERS is
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so -- | nean, if we have trouble with general adverse drug
reaction reporting, and that's a JACOidentified problem we have
an even huger problem wth VAERS. And so | think if the VHC
improves the quality of the VAERS and their system can cone back
to the VHC staff and say, can you investigate, and can you find
out a year later wth another diagnosis nade, that wll
conmpensate your concern trenendously, in that the quality and
ability to analyze the VAERS cases by the review ng body should
be significantly inproved.

But, you know, we in the clinical front lines are
continually being challenged with -- we'll see a patient who will
say, you know -- and | don't care if it's Air Force, Arny, Navy -
- down at ny base there are 100 other people who have problens,
but they are afraid to cone forward. They are afraid of the
inmpact. They are afraid they won't get any disability. | have
no response to that, and | really would like to know the truth of

that claim And that's having nore negative inpact on trust in

anthrax or any other -- you know, anthrax being now sort of the
sentinel or lightning rod than anything else in relation to
vaccines -- you know, VAERS has been recogni zed, yes, right now

if people die or are hospitalized are really severe, but we do
want to know about neurologic or indolent nedical problens that
result in loss of quality of life and norbidity because it's that
group that's driving a lot of the press and the congressional --

you know, it may not kill us, it may not put us in the hospital,
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but you've trashed our life. W can't do what we've done before.

And part of what we're struggling with also now is
do we do an FM 36 on everybody and then -- you know, who have a
VAERS file through the VHC, and do foll owup, so we can cone back
and say -- right now if a patient cones in, or an active duty
nenber, and says, "Ckay, | read the little blurb on the VIF and
all that, but if I'"'mone of the rare ones that has a problem how
likely am |l to be okay a year later or two years later”. No one
has that data.

So, | think the tradeoff of what we're trying to
do is far superior to -- it was never an epidemologic system
anyway, it was really just to say, oh, there's a cluster, let's
ask sone nore questions.

DR LaFORCE: Bill.

DR BERG Bill Berg, Hanpton. As soneone who
spent nost of his Navy career dealing wth vaccines, including
the JE vaccine study, and now deals with this as a public health
threat, | think this programis great. It addresses a gap that
has | ong been needed. W get increasingly detailed instructions
on how to give vaccines, but little on what to do with the
adverse reactions. So, | conmmend you for this.

| do have two questions. The Advisory Board, as
you contenplate it, what sort of staffing do you anticipate
supporting it?

CO.. ENGER Vll, you know, it's interesting,
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just as we started off -- at this point in tine, there's -- this
is a COC, with ny little departrment providing a huge anount of
unfunded, unresourced infrastructure support and sone personnel
we're training for the front line in the outreach.

I am working on the faith that the CDC, which
controls the budget and has the National |mmunization Program
Ofice, et cetera, will be the coordinator for the Board and will
provi de the resources for the Board. They have not detail ed that
out for ne, but |1'd be delighted to have your input as to what
qguestions should be asked so that we can pass it on to the CDC

DR BERG Vell, | think as a mninmnum if this
Advi sory Panel is going to be productive, there should be a staff
who pulls together the information, wites up the issues, wites
up questions, and then gives themto the panel ahead of time to
at least be able to contenplate it. It's not going to be very
effective if people walk in cold and the question is -- you know,
and | think it would be preparation for the AFEB to serve as sort
of a nodel for this.

CO.. ENGLER | nean, it was always anticipated as
such because one of the things that we're having a little trouble
with is that there is in the congressional |anguage this thing
about -- they want access to the VHC and no barriers to access,
but they also say they want sonebody to decide what patients can
cone to the VHC, which makes no sense.

And so |'ve explained that these types of words --

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

150

you know, you're bringing issues, generic problens, or groups of
patients, and you're trying to decide on a strategy. | mean,
think that's -- what you just said is well understood. The
support for doing it has yet to be defined. And at the present
time, not one cent, except for the work that | and ny departnent
do and Walter Reed provides in ternms of space, et cetera, there's
not one penny on the DoD side. So, it's all noney that's routed
through the NIP, the National |munization Program Ofice of the
Center for D sease Control.

There is discussion about a partnering if this is
going to beconme a core function in the future that there needs to
be a parallel partnership both in finances as well as -- you
know, and that there needs to be sone DoD line item funding, and
that is under discussion, and there is a proposal in Mzen. Wst's
office to the congressi onal budgeti ng.

DR LaFORCE: Rosie?

DR SCKAS: | had two comments. One is, | think
the generic idea -- well, the actual idea of a nurturing,
nont hr eat eni ng, supported environment for this is fabul ous, that
it's very interesting froma health services research perspective
and nay actually parallel -- | mean, the hope would be that it
woul d parallel some of the studies in occupational health where
if you stop fighting the claims, you wind up wth earlier
recognition, lots of, you know, things that you ordinarily

woul dn't catch, but then the cost per case goes way down because
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you have fewer people going out on pernmanent disability and all
the other attendant outcomes of a hostile system

The question | have is a purely bureaucratic one.
My understanding is that in order to facilitate and get this
noving, instead of creating a separate FACA, such as AFEB and
AFI P, that you've got a working group together that then will
actually be able to get this work done, but because of FACA -- |
nmean, the actual approval for the work is going to have to -- I'm
assumng it's going to have to cone back through AFEB. And |I'm
just wondering --

CO.. ENGLER Vell, | think that John, when we
were tal king advisory group -- because there's work that goes on
between the CDC group and us and the VHC staff continually. So,
before things would cone to the Advisory Board, it's not Iike,
you know, every little itemconmes to the Advisory Board, would be
-- they would have already been worked, hashed, staffed and, you
know, what we plan is also to get sort of a nmulti-service -- and
Adm dinton has asked that even though we're not chartered for
that, to already reach out to the VA, so that things that -- it's
really the points of -- not the mnutia, but the areas of gray,
the difficult, the tough stuff, that would be brought to the
Advi sory Group, and then with recommendati ons, and then it would
go back.

Where the senior part of that evolves and is

structuring still remains to be defined.
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DR SOKAS: And the interesting question there is,
you've got two advisory groups and two federally constituted
advi sory groups, or nore perhaps, that wultimately you'll be
bringing it back to, so it's just kind of an interesting and, |
think, unchartered territory in a way.

CO.. ENGLER  Wll, this marriage is unchartered,
| nean, in terns of CDC and a clinical m ssion.

Lt COL. R DDLE: John actually mght be able to
coment on this because the way | understand the rules with FACA
as long as we hold a working group for discussions for
formul ati on of recomrendations for a federal advisory committee,
those working groups won't fall under the rules as far as open
comittees, Federal Register, all of those kind of things, but a
group that would nake the formal reconmendation probably woul d.
John, are you -- M. Casper?

MR CASPER | really can't coment.

LtCOL. RIDDLE: W would have to work that through
with Arny Conmittee Managenent.

DR SOKAS: So the working group would have to be
a working group, not an advisory group, | guess.

MR CASPER Ri ght, i f it's conposed of
nongover nnent nmenbers, it beconmes a FACA situation.

CO.. ENGLER One of the things we needed is a
forumwhere you could work stuff that wasn't a public forum

DR ALEXANDER: You know, under contract with NP
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of CDC, we operate the National |nmmunization Hotline. And one of
the things that we've learned in handling these gazillions of
calls each year is that there's tremendous confusion in the
public sector about imunizations in general, and no nmatter how
you proceed with this, | would really encourage you to actively
consider the public education requirenments as an integral
conponent and really providing an interface with the public as
guestions arise because sone of the frustration that we hear from
callers is that it took them a long tine to find out there's
sonepl ace where they can ventilate, and in the course of that
time, their anger builds and their attitude changes. Were they
start out as initially being just curious and perhaps concerned,
by the time they are bounced around, they end up being angry and
frustrated, and they get in that litigious mndset which is hard
to readjust.

The other suggestion, just in terns of advisory
group nakeup, as difficult as it is to work wth public
constituents sometines, it's really inportant that they be part
of the process and they be included in whatever nedia events are
associated with it because they can deflect and diffuse a |ot of
conf usi on.

CO.. ENGLER One of the things that -- part of
the difficulties that the AVIP, which has a lot of resources
devel oped for education and in answering questions, is not a

clinical group. And, simlarly, the CDC actually has wel coned
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the idea that if there is an adverse event nanagenent or
strategy, that there's a place that they can route that. Ve
can't, and we're not resourced to take over a massive nission
like AVIP, but that really we beconme the other bookend for the
clinical piece. And we've had a couple of cases already where a
provided in the civilian sector called CDC about an adverse event
i ssue, and whoever they talked to at the CDC said, "Ch, there's
no problent. And then the provider told the patient, "Go hone
until you get sicker", and eventually -- we are now getting
referrals actually via majorbase.com and then Dr. Nash, who
knows we try to nmanage the patients with no bias, et cetera. So,
it would be nice if we didn't have to get people to go through
that route to get to us.

And one of the things for the advisory group is,
there's a huge need for expanded fact sheets. So, Tom Vites, at
Bioport, | said, "Look, there's been so much hoopla about what
your factory has gone through, help us wite a fact sheet that
sort of gives some of the history and the fact that all
manuf acturing practices have required revanps of factories, and
what's fact or fiction, and on that fact sheet maybe link to you
directly because | don't particularly want ny staff to have to
learn about what the mnutia issues are at Bioport plant or
what ever". So, we're finding every day that there are these
holes, and you're absolutely right, as we send the nurse-

practitioners out to individual inmmunization sites and MFs and
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do educational outreach, one of the things we're asking people is
"what do you need? What at the clinical front lines haven't you
got that, in terms of the AVIP generic nessagi ng, doesn't answer
the mail at the clinical front |ines". So, that is definitely
dominant in the goal and, if anything, the education piece, the
school, the standardization of training issues, and | think John
briefed you all -- | had put that slide in on the MMR in March
2000 -- which gives us the first published guidelines for mnimnmm
standards for quality immunizations in nontraditional sites for
adul ts. That's going to be a JACO standard. So, one of the
things we need to do is find out what's it going to take to help
people in the individual inmmunization sites neet those standards?
What are the resource requirenents?

So, we feel absolutely that we hope to be a very
neutral, open, nurturing kind of -- and the people we have
selected and hired have been on the nurturing, very nurturing
side, so that they are fol ks that people feel confortable to talk
to, they feel safe, and they can let us know. And we've had a
couple of already angry -- we're not even open for business but,
you know, angry folks who -- but it takes a couple of hours to
sit down and work through their issues.

But one of the big things, too, is the disability
question, that people are afraid -- you know, it doesn't natter
if you say this happens only 1 in 10 mllion -- you know, if

peopl e who are healthy fear that they are the one, and then when
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they are sick the system abandons them or doesn't provide them a

reasonable way to survive, that's really a ot of what has driven

the terror about the vaccine that may -- you know, and John says,
well, look at the data. | said, "Wll, John, if data solved the
problem we've put data out the whazoo". It's a hunan issue of

fear and quality of life, and the roulette wheel of 'what if I'm
the person', and, clearly, there are people who we can't explain
and who have sone pretty norbid problenms that are generally
associated and that are reproducible in terms of several doses,
and we need to be honest about |ooking at those fol ks and naking
sure that they're taken care of and that they are made visible to
the system

DR LaFORCE: Let's close this norning' s session.
Wiat 1'd like to do is read from the Arny Surgeon Ceneral, the
actual request, and | refer you to paragraph 2.

"To support the VHC Network, | request the AFEB
appoint two or three nenbers to collaborate with the CDCs
Advisory Committee on |nmmunization Practices, forning a VHC
Advi sory Board. The ACIP has already naned its nenbers to this
Boar d.

"This Board will consult, review, and conmment on
clinical managenent issues, protocols, and other vaccine delivery
issues to the VHC Network, conferring up to three tinmes per year.
The nenbers of this Board wll report back to their full

comittees, as appropriate.
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"Request the AFEB provide: a) nanes of two to
three nmenbers to serve on this working group; b) recommendations
on settings in which to confer with VHC |eadership, i.e.,
tel econferences, alternating sessions at ACI P and AFEB neetings."

So, Board nenbers, please reflect on this because

we're going to have to cone back and discuss this. I will say
that while | was on the ACIP -- this was several years ago now,
about 10-15 years ago -- during the pertussis difficulties -- and

those of you who lived through the pertussis difficulties at that
time, boy, that was hard -- | nmean, to go to AC P neetings and,
again, it was mothers who were concerned with this, and it was
just extraordinarily difficult to work through -- and it turned
out that the solution for all of this was the establishnment of
the Chil dhood Vaccine Injury Process, which once and for all --
at first, when I heard about this and on ACIP discussing this, |
really wasn't very enthused about this. But then as we started
thinking about it, what it did is it codified a series of
clinical conditions that basically were determ ned as sort of no-
fault. If you had received the vaccine and you fell into that
particular category, there was no longer a need to litigate that.
And when it all sort of got played out, it took, Dick, probably
what, a year or two years to get it rolling. But once it rolled
out, the costs per case plumeted. The nunber of -- | won't say
conplaints, or the nunber of cases that canme up annually

plumeted. It didn't go up, it fell. And that whol e process now

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

158

has generated such a surplus of funds that they are trying to
figure out what to do with this surplus of funds that were set
aside to actually pay for these injuries.

So, the lesson that | learned out of all this is,
gee whiz, thinking about the problemin terns of turning it 180
degrees, which is what Renata is suggesting, in point of fact,
was not only a good idea, it was a terrific idea in ternms of
trying to deal with that problem That's all.

Ckay. Let's break for lunch, and could we neet
back at 1:15. Thank you.

(Whereupon, at 12:00 noon, the luncheon recess was

t aken.)
AFTERNOON SESSI-ON
(1:20 p.m)
DR LaFORCE: Let's get started. Just a couple of
housekeepi ng announcenents. This evening, we'll neet -- for
those of you who are going to the crabhouse, we'll neet at 6:30

or 1830, in the |lobby, and we'll take the photograph that we were
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to take today, we'll do that tonorrow. So, when we finish today,
if you're not taking the tour, you are free to do whatever you
wi sh, and those that are going to dinner will meet at 6:30 in the
| obby.

This afternoon, we really have a |inked series of
presentations on mlitary requirements -- or the question about
mlitary requirenents for HV vaccine, and the presentation of
the question will be given by LtCol. Scott.

I'm sorry, before we go any further, greetings to
Gen. Parker.

M=EN. PARKER Thank you for all your fine work,
appreci ate you every day.

Lt COL. SCOrT: Sirs, thank you very nmuch. 07}
behal f of Col. John Ball and Gen. Kiley, we're grateful for the
opportunity to bring this question to you so that you can provide
us with sone insight in finding the way ahead in what has been of
noderate difficulty for us.

M/ nane is Brian Scott. I'm an Cccupational
Medi ci ne physi ci an. I'm assigned as a Conbat Devel oper, which
neans | wite user requirenents docunents as part of what | do.

(Slide)

W have brought this question to you because the
problem for us at our end was not cut and dried. And so the
Director of Conbat and Doctrine Devel opnent, at the Arny Medical

Department Center and School, has asked you this question: Ve
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woul d |i ke sonme serious professional insight on howto go forward

in establishing how good an HV vacci ne should be. How shoul d
we use an HV vaccine? W would |like your recommendations to
hel p us.

You are going to receive sonme information
following ny brief presentation of the question, from the people
who are nost immersed in the science and in the devel opnent of
H V vaccine, but 1'mgoing to talk to you fromthe perspective of
the bureaucrat who has to type on the piece of paper.

(Slide)

You are going to hear from the researchers about
their research, and it's been ongoing since '86 or before. And
because of a targeted reprogramming of sone noney to perform
advanced devel opnent of an HV vaccine, it becane incunbent upon
ny comand to obey the DoD acquisition system and pen a
requi rements docunment that talks about a vaccine, and this
Operational Requirenents Docunent is an instrument of art and has
a certain set of contents that brings us here to you.

(Slide)

W have to talk about the utility and the use of
the candi date solution -- the vaccine would be a solution in this
case -- and we have to outline performance and capabilities.
It's not as specific as a ML spec -- the vial will be this nmany
mllineters -- but we have to talk about the perfornance

characteristics of the candidate vaccine. W also have to
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establish, at least at first blush, a nunber to procure, which of
course immediately denmands, well, how are you going to use it.
So, if | could go on fromthat.

(Slide)

Why then do we want to ask you so far ahead of the
physical availability of the product vaccine? Wy do we want to
ask the Epidemnmiological Board to advise us? Because, indeed,
since we are dealing with a concept of a product, we can't quite
cone to grips with how best to use it.

Some of the questions one could argue are al nost
phi | osophical -- total force versus high risk population only, et
cetera. And since you are the charter body, we thought this was
an appropriate place to come ask the question.

(Slide)

So, in specific, what are the paranmeters
describing the performance of this vaccine with which we request
your assistance? Wwo should get it? How good should it work,
how wel | should it work? How quickly should it work? How should
we fit it in, the dosing schedul e?

What you see here are performance characteristics
that we have witten in a draft Operational Requirenents
Docunment. The ones with asterisks are nake or break paraneters
for the product. W have nom nated those. That has not yet been
approved. At our end, we have said these should be nake or break

criteria.
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W believe that there should be the ability to
di scern between having been i nmmuni zed with the vacci ne and havi ng
an infection with HV. W believe that if not a sterilizing
vaccine, it should be a vaccine that aborts transm ssion.

(Slide)

QG her paraneters not so difficult to get our hands
around are that, of course, this is intended to be an FDA
approved biological, or pharmaceutical perhaps, and tine to
protection we believe is acceptably described, as well as
duration of protection and shelf life.

(Slide)

And so we are asking you to discuss these four
t hi ngs.

The effectiveness of the vaccine and its efficacy
in use.

Pl ease discuss for us and make a recomendation
about sterilization and transm ssion.

If you would make a recommendation to us about
di scerni ng between the vaccinated and the infected.

And if you would, inportantly, talk to us about
how best to approach target popul ations. In other words, how
good shoul d a vaccine be as far as generating the intended i nmune
response? Gven that, how good should the vaccine be in
protecting agai nst an infectious pressure?

(Sli de)
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Can we enploy, should we enploy, what is your
recommendation about a vaccine, if we do not also expect it to
abort transmission? |'m not saying that that's being proposed,
but we would |ike a recommendation on that specific point.

(Slide)

In case it is not a sterilizing vaccine, what
m ght you recommend to us about use and utility?

(Slide)

Wuld you recomend to us how we deal in a force
with the status of the immunized versus the infected vis-a-vis
their admnistrative status? And can we live with a vaccine if
we can't discern between the two groups?

(Slide)

Should we consider offering this vaccine to the
total force? What do we need to know in order to make that
decision? |If not, what subpopul ation should be targeted? If a
hi gh-ri sk population is intended to be the target, would you nake
a reconmendation to us on how we might define that high-risk
popul ation and what data we wll need to seek. And then, how
mght that vary given the other paraneters we've discussed?
Mght the vaccine only be wused wupon departure from the
Continental U S ? And would you talk to us about how we m ght
proceed to institute the use of this vaccine across the force.

So, we've asked you a lot of questions, or facets

of a question, that deal with policy, and policy usually derives
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from and devolves from what you know about a product you intend
to use. And | started by saying we don't have it yet, and yet
it's incunmbent upon us to at |east get our hands around our best
concept of how we will do this.

Now, it's always great to be the after-lunch
speaker. In this case, it's not too bad to be the after-Ilunch
speaker because that's ny last slide.

So, |'ve brought you a very sinple, banal question
that | think is probably worthy of chewing on because we think
the inpact of the answer might be fairly weighty. From our end,
again, we are the command that is required to wite the user
requirenents in concert and in collaboration with the research
comunity and the advanced devel opnent community, not in our own
little hole and then mail it forward. But we believe that we can
best do this and, as stewards of tax dollars best do this, if you
will provide to us your recommendati on as the reconmrendi ng body.

Subject to your questions, that's all I've
br ought .

DR LaFORCE: Yes?

COL. DI N EGA Brian, for the edification of the
Board, do you wite the Requirenments Docurment on behalf of all
the services?

Lt COL. SCOIT: This candidate sol uti on was brought
to the Arny Medical Departnent Center and School, and so right

now we are witing an Arny Requirement. Wat happens then next -
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- and I'lIl go back to whether or not it's next or simnultaneous --
is that we then send the draft to the other services and say, are
you interested, and they have a couple of levels of interest they
can sign up to -- I'minterested, let ne know, or I'mreally
interested, here are some dollars. In reality, that happens
sonewhat simultaneously because we're actually allowed to talk to
people with other colored shirts, and so we have Kkept our
colleagues in Preventive Mdicine and in User Requirenents
abreast of what we're thinking about, and so it won't be a total
surpri se. But right now, it is an Arny Requirenents Docunent.
It was brought to us as a request from the Medical Mteriel
Devel opnent Activity in this command.

DR LaFORCE: Questions?

CO.. M CHAEL: Col. Scott, maybe a sinpler
question, has the wuser community -- has the user comunity
deci ded that it needs an H V vacci ne?

Lt COL. SCOTT: The user comunity is --

CO.. M CHAEL: This alnmost seems to have been
generated in the scientific community and not the user community.

Lt COL. SCOIT: That's correct, Col. M chael. e
were going our nerry way and the Medical Materiel Devel opnent
Activity said, "W have a candidate solution and a directed
funding i nnovation, please wite us a Requirenents Docurment". W
had not de novo asked for an HV vaccine. So, that's true.

What  we, as the user's representative for
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acqui sition, what we have been able to do is poll major command
surgeons, consultants in Infectious D sease Preventive Medicine,
our service counterparts, and say, what can you tell us what you

think about the requirenents for this vaccine? Some of those

coments said, we don't want such a vaccine. G her coments
said, by gosh, what a great idea, | want two. So, some of the
coments were wdely disparate. But it's true, it was not

sonet hing we "thunk"” up ahead of tine.

Qur general requirenents that are the iteration
before the specific requirenent docunment are rmuch nore broad.
They say things like "protect people from infectious disease
threats, whether endem c or weaponized, in all venues around the
worl d" -- very, very broad statenents.

So, a candidate HV vaccine is certainly sonething
that would fall in that pigeonhole. So, it's not unreasonable to
say, we have a candidate vaccine, please wite a requirenents
docunent . It's a slightly unusual candi date vacci ne because of
the inpact of the disease, the inpact of infection, and the
difficulties in admnistration.

DR LaFORCE: Oher questions, clarifications?

(No response.)

If not, fine. Let's nove on to LtCol. Cayson's
presentation on H 'V Vacci ne Advanced Devel opnent.

COL. CLAYSON Good afternoon, Gen. Parker, Board

menbers. |1'd like to thank you for this opportunity to cone and
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address this issue with you. | amthe Deputy Product Manager for
the Pharnmaceutical Systens at the Arny's Mdical Materiel
Devel oprment Activity, and | also just happen to be the Product
Manager for H 'V vacci nes.

What | was going to say at this tinme was that Col.
McNeil has already given you a briefing about the mlitary need
and a lot of the scientific issues related to this, and this is
Col. McNeil's presentation here, so we need to switch the slides,
but he's going to talk after me, so he will give you the briefing
on needs and a lot of the technical issues after ny briefing.
['m going to focus primarily on the programmatic issues of HV
vacci ne devel opnent.

(Slide)

The objective of the HV vaccine program is to
develop and field an FDA-approved, shelf life stable vaccine to
prevent di sease caused by H'V. Next slide, please.

(Slide)

What | hope to do with this slide is give you a
snapshot in tinme of where we are today, and that wll put the
rest of the briefing in context.

W are currently in Acquisition Phase |I. W
conducted a Mlestone | In-Process Review, or IPR back in
Septenber of '00. At that time, all of the program docunentation
except for the draft ORD was approved. This would include the

Acqui sition Decision Menorandum the Integrated Program Summary,
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and the Phase | Exit Oiteria to allow us or permt us to go from
Acquisition Phase | to Acquisition Phase II. At that tine, a
prime-boost strategy for the devel opment of a clade E vaccine was
approved, and also at that time a Mlestone Il In-Process Review
was planned for the first quarter of FY02, just a few nonths from

now. Next slide, please.

(Slide)

At the Mlestone | [IPR the Kkey acquisition
pl ayers were identified. The Walter Reed Arny Institute of
Research was designated as the lead |aboratory. The Arny's

Medi cal Materiel Developrment Activity was identified as the
nmateri el devel oper. The Arny Medical Departnent Center and
School was identified as the conbat developer, and the Arny's
Medi cal Materiel Agency was identified as the logistician. Next
slide, please.

(Slide)

Col. McNeil's going to talk to you a |ot about the
prime-boos strategy for H'V vaccines. Let me give you -- since |
ended up talking first, let ne give you a brief discussion on
this.

The vaccine will be made up of two conponents, a
prime conponent and a boos conponent. The purpose of the prine
conponent is to induce cellular immunity to HV. In other words,
the purpose is to kill virus-infected cells. The virus wll

exist in the body in one of two forns, either inside the cell or
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free-floating, and the purpose of this conponent is to kill all
the cells infected with HV. The purpose of the boost conponent
then is induce a hunoral inmmunity to bind up all of the free HV
virus in the body.

Prior to the Mlestone |, an exhaustive narket
i nvestigation was conducted, and a single candidate vacci ne was
selected as the prime conponent of the vaccine, and this is
Aventi s- Past eur's canary- pox vacci ne.

There were three candidates that were identified
for further down selection as parts of a boost conponent. They
i nclude Chiron's vaccine, Aventis-Pasteur's vaccine, and Vaxgen's
vacci ne. And Phase |l studies were planned in order to do a

head-t o- head conpari son of these three vaccines for the purpose

of down selection, and those Phase Il trials are ongoing and are
nearly conplete. | can tell you at this tine, for a variety of
reasons, that Vaxgen's vaccine wll be the vaccine that we
proceed with in our Phase IIIl trials. Next slide, please.

(Slide)

And it is the status of the ORD that really brings
us here today. At the Mlestone | IPR nany people in the room
had seen the draft ORD for the first tine, and there was a | ot of
di scussi on, comrents, in sonme cases disagreenment, about what the
parameters of the ORD should be. And so the nessage that went
honme with the conbat developer was we need to staff this within

the AMEDD and try to come up with a consensus. And in many
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cases, we didn't really cone up with that consensus, and that's
what's | ed us here today.

After the AFEB neets and prepares recomrendations
and sends that back to the conbat devel oper, the ORD then will go
to worldw de staffing. It needs TRADOC approval. It also
requires Chief of Staff of the Arnmy approval, and a problem for
the materiel developer is that this is not likely to be conpleted
by the Mlestone 11 date of the first quarter of FY02.
Neverthel ess, we're going to conduct a neeting in any event.

Next slide, please.

(Slide)
The discussions at the Mlestone | |PR about the
ORD centered around two issues. One was what the efficacy

requi rements should be, and the other was which paraneters shoul d
be defined as key performance paraneters. And key performance
paraneters are defined here by the Defense Systens Managenent
College's dossary of Defense Acquisition Acronynms and Terns.
And I'mnot going to read this to you, but I do want to point out
that these are capabilities that are so significant that failure
| eads to one of three things -- either for the concept to be re-
evaluated if you are early in the program the system to be
reassessed if you are early in the program or the program could
be termnated if the performance paraneter cannot be net.

So, these should be nust-have performance

parameters -- not nice-to-have, but must-have. These are itens
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that cannot be traded. What | nean by that is as the nmateriel
devel oper, as we are devel oping along, we are nanagi ng three of
three things -- cost, schedule and performance. And if we run
into budget-overrides or if the schedule is slipping, we can
often trade performance in order to catch up on the schedul e of
the cost. But a key perfornance paraneter is those itens, as
defined, that cannot be traded. They are nust-have. Next slide
pl ease.

(Slide)

At the Mlestone I IPR these were the perfornance
paraneters recomended by the conbat developer, and those with
the red asterisks here were those -- at that tine were proposed
by the conbat devel oper as key perfornmance paraneters. What |
should say is that, if | read Col. Scott's slide correctly,
approval by the U S FDA and the efficacy has since been de-
selected, | guess, as key performance paraneters, and that the
only remai ni ng key performance paraneters are dosing regi nen, the
prevention of virus transmssion, and the ability to distinguish
bet ween infection and vacci nee.

So, these are the perfornmance requirenents.
Approval by the FDA -- in ny opinion, it's not unreasonable to
include that as a key performance paraneter, although there are
peopl e, sonme in the room that would disagree with ne on that

The efficacy requirenent 1'lIl talk to with the

next slide.
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Dosi ng reginent. The threshold requirement is a
2-dose vaccine, and the objective is a 1l-dose vaccine and, quite
frankly, this is a reasonable request. There are a lot of
probl ems associated with trying to give vaccines that have four,
five, six doses, and anthrax is a good exanple of that, a lot of
logistics tales. But there is sone di sagreenent about whether or
not this should be a key perfornance paraneter.

If we had a vaccine that met all of the other
requi rements but was a 3-dose vacci ne, for exanple, what we woul d
be telling the services is, while this vaccine is good enough for
everybody else, it's not good enough for the DoD. W won't buy
or use a 3-dose vaccine. And based on that rationale, the
nmateriel developer does not believe this should be a key
per f or mance paraneter.

Prevent virus transm ssion. It's really hard for
ne to conceive of a vaccine that will prevent disease that
doesn't <either severely reduce or conpletely elimnate the
ability to prevent virus transmssion, but we haven't done that
test yet so we don't know where we are at this point.

The ability to distinguish between infection and
vaccinees. That's a very reasonable request. There are a |ot of
problems medically, politically, social problens that would exit
if we could not distinguish between a person who is infected and
a person who has been vaccinated. And so keeping this as a key

performance paraneters is -- the requirement is reasonable and
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having that as a key performance paraneter is al so reasonabl e.

And the rest of these paraneters are also quite
reasonabl e, and we really don't need to bel abor the point here.

CAPT. YUND: That last item are you saying that
you have to be able to nmke that determ nation serologically
wi thout access to the historical sequence of previous negative
tests and the date of the vaccination series?

Lt COL. CLAYSON I'm glad you asked that question
because it remnded ne to nention sonething that | didn't say,
and that was that we can do this today with the vaccine we're
currently  proposing. W can distinguish between those
i ndi vidual s that have been vacci nated versus those that have been
infected naturally. W are currently doing that in Thailand

today, as we speak.

Now, | have to say that the tests that we use are
relatively expensive conpared to other types of tests. Col .
McNeil will talk during his briefing about some new tests which

are currently up in front of the FDA for approval and which
shoul d be approved by the time that we interface three studies,
and will <certainly be out there and available for routine
screening by the tine we're ready to deploy this vaccine for use
in the mlitary. Types of screening could be serol ogical, and
others. Next slide, please.

(Slide)

I'd like to go back then to the efficacy
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requirenents in the ORD Currently, the draft ORD, as witten,
has a threshold requirenment of 90 percent -- and | apol ogi ze t hat
you can't read this fromthe board, but it is there in front of
you on the slide. The objective is 95 percent. And the
rationale for wusing these nunbers is that this is a |ethal
di sease and we want the very best vaccine that we can get for our
forces, and that's not an unreasonabl e argumnent.

What | would like to point out with this slide,
though -- this is a list of 18 vaccines, nmany of which are just
as deadly, or nore so, than HV, and our historical precedent
here is 80 percent for all the vaccines included on that |ist.
Sone of these are ORD, sone are JORDs, sone are JSORs, but they
all have an 80-percent efficacy requirenent, and sone of these,
i ke anthrax, dengue, botulinum are just as deadly as HV, or
maybe even nore so, and the requirenments in the past have al ways

been 80 percent. Next slide, please.

(Slide)

At the Mlestone | [IPR exit criteria were
approved. These are exit criteria to permt us to going from
Acquisition Phase | to Acquisition Phase Il. And if you renenber
right, at Mlestone Il, that is the go-ahead decision to proceed
into FDA Phase |1l trials to prove efficacy.

In bold at the end is the status of where we are
t oday. So, for submssion of final reports for the Phase |

studi es, we've conpleted that. W have nade the selection of the
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boost conponent. The Phase 11 trials are ongoing, but the
interimanalysis is being conducted as we speak, and we certainly
expect an interimreport within the next 60 days.

There was a requirement that the manufactures
commit to nmanufacturing the vaccine. Renenber that this is a
prime-boost, so there's two components to this vaccine. The
boost conponent has already been manufactured and is waiting for
us to start the trial.

The prinme conponent, ten lots are required. Sone
of those |ots have already been nanufactured. They are currently
manufacturing lots, and they will continue to manufacture lots up
until about January or February of this comng up year, so they
should be ready by the tine we're ready to start a Phase |11
trial.

There was a requirenent to obtain FDA concurrence
-- not approval, but concurrence with the Phase IIl protocol.
The study design for the Phase 11l study has already been --
"approved" is the wong word -- already been agreed upon by all
the parties. The protocol witing team has already been
established. They are, | believe | heard today, on Version 6 of
the draft. They expect to enter scientific review of that draft
next nonth, so we certainly should neet -- once we have a firm
draft that we're ready to show the rest of the world, we wll
then take that and go to the FDA for an end-of-Phase-11 neeting

and discuss the protocol along with other issues with the FDA at
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that time. So that's expected to be conpleted by the end of this
year, this fiscal year.

And the last was to identify a plan for sufficient
funding for Acquisition Phase II. At Mlestone I, there was an
i ssue of insufficiency of funds that was identified. They wanted
to nake sure that before they give the go-ahead, that we have
sufficient funding for Acquisition Phase 11, and that has
recently been resolved. Next slide, please.

(Slide)

Program Managers do everything by Gant charts, and
| have a huge Gant chart on ny wall that takes up about half ny
wal | . | didn't bring it here today, but | did sumarize that
Gant chart in the next slides.

This is the product devel opment plan. First, we

are going to down select anong the three boos candidates in a

Phase Il trial and, as | said, these trials are nearly conplete.
Conduct a Mlestone Il in the first quarter next year. Evaluate
the selected candidates during a Phase 11l field trial in a

single clade environnment. This is a clade E vaccine. W want to
give it the naxi mum opportunity possible to denonstrate efficacy,
SO we're going to test it in an environnent that's with primarily
clade E H V viruses circul ating.

If the vaccine proves to be efficacious, we'll
then subnit a biologic license application to the FDA for a cl ade

E indication. At that point, if the mlitary decided it wanted
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this vaccine, it could buy it. However, at this point, we have
only proven efficacy against a single clade, so we then want to
conduct a technical review to determine whether or not to test
this vaccine in a multi-clade environment, and whether or not
other vaccines that are currently in the tech-base should be
incorporated into the program Next slide, please

(Slide)

Wi chever vaccines we proceed with then would be
evaluated in another Phase |IIl trial in a multiple-clade
envi ronment such as Africa where clades A -- well, all the clades
are circulating, but predomnately A, C and D, and Col. MNeil
will gointothisinalot nore detail in his presentation

W then subnmit a supplenental BLA to the FDA for
now a multi-clade vaccine and, again, the mlitary could buy the
vaccine at this time, if they so choose, but this will be a 4-
dose vaccine, and currently in the draft ORD there's a key
performance paraneter for a 1- or 2-dose vacci ne.

So, once we have proven this principle --
actual ly, once we've conpleted the Phase 11l trials in Thailand
we then can refornulate the vaccine as a 1- or 2-dose vaccine and
conduct a bridging study to evaluate this 1- or 2-dose vaccine
agai nst this 4-dose vaccine up there

Again, submt another supplenmental BLA to the FDA,
conduct a Mlestone IIl transition this to fielding, and procure

it as a Defense Health Program vaccine, and field -- depending on
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the decisions you nake here -- to the total force or to selected
forces before deploynment. Next slide, please.
(Slide)

Where do we stand technically? Again, Col. MNeil

will go over this in nmuch greater detail. W are currently in
these Phase |l studies for down-selection. W are in the
planning stages for a Phase IIl trial in Thailand. The study
popul ations and the field sites have been identified.

Negotiations with both nanufacturers and the Thai Mnistry of
Public Health have been ongoing for over a year, and are still
ongoing. The infrastructure is being evaluated as we speak, and
upgrade of this infrastructure is expected prior to study start.
The protocol is in preparation and certainly will have a draft
in scientific review by next nonth.

Efforts to identify study populations for the
African trial have already begun in the tech-base. Next sli de,
pl ease.

(Slide)

['m going to sunmarize this slide real quickly to
say that devel opnental funding for both Acquisitions Phase | and
Phase |l are available with our current plans. Pr ocur enment
funding, this statement assunes that the mlitary wll not
procure the vaccine until we get a 1- or 2-dose vaccine. That's
not expected until FY12. The POM only goes out to '07, so

procurenment by the services -- funds have not been identified for
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procurenent by the services at this time. Last slide.

(Slide)

This concludes ny briefing. Are there any
guesti ons?

DR LaFORCE: Questions of LtCol. O ayson? Sounds
like you're well on your way.

Lt COL. CLAYSON The program is in relatively
advanced st ages.

DR LaFORCE: What's the relationship of the
candidate -- |'ve got the termnology mxed up -- the --

Lt COL. CLAYSON: The prime-boost candi dates?

DR LaFORCE Yes, that's right, the prine, in
relation to the vaccine that's being currently field tested in
Nai robi, which was derived out of, | believe, the British
st udi es?

Lt COL. CLAYSON: Can | defer that question to Col.
McNei | ?

DR LaFORCE: Yes, because it sounds like it's the
same vacci ne.

COL. MNEIL: It's the same in the sense that it's
a live virus vector. That's nodified vaccinia ankra which
carries HV genes which have been selected based upon the
predom nant circulating viruses in and around Nairobi. That
approach is totally untested. W have no idea of its safety or

i mrunogeni city. The canary-pox approach has been wused in
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thousands and thousands of humans, and there's a wealth of both
safety and i munogenicity data. So, while the approaches are the
sane, there's a vast body of experience and data with the canary-
pox approach, there is virtually none with the MA approach.
But, in theory, it should do the sanme thing, which is to induce
cellular imunity.

DR LaFORCE: That was ny question. Yes.

DR SHOPE: ['m wondering if you see any
i nconsi stency here. One of your performance requirenments is to
prevent virus transm ssion, and you' ve discussed that. |If you go
back to your program objective, that's not part of the program
objective, it's to prevent illness. Shouldn't you add that to
your programobjective, if that's going to be a requirenent?

Lt COL. CLAYSON: To prevent virus transm ssion?

DR SHOPE: Yes

Lt COL. CLAYSON I'm thinking of about three
different ways to address that. e way is to say that it's
going to be alnost inpossible to prove that you can't transnmt a
virus in this kind of an efficacy study. So it's not an
objective in that sense, it's not part of the program objective
FDA- accept abl e vaccine is the objective.

You have sone ot her thoughts, Col. MNeil?

COL. McNEl L: I think that's a lot to ask of a
vaccine, especially a first-generation vaccine. It's virtually

i npossible to design an efficacy trial where you could establish
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prevention of secondary transmission, and | don't know of any
ot her vaccine where that was part of the initial efficacy trial
design. That's typically something that you would try to observe
and nmeasure in a Phase IV study, in a field effectiveness node,
not in an efficacy trial. So, | don't think it should be part of
the requirenents that are aligned and assigned to an efficacy
trial and to a primary developnent, but it is something that
coul d be assessed in a Phase |V.

Lt COL. CLAYSON  And it can be assessed in a Phase
IV because at that point you' ve given the vaccine to mllions of
peopl e rather than thousands of people.

COL. DI NI EGA You showed a slide that |ooked at
the sort of historical trend for efficacy nunbers as a way to
sort of conpare why this ORD is a little different from previous
ORDs. Wiat can you say about any other ways that this process or
the ORD itself is different fromwhat has gone on before?

Lt COL. CLAYSON D fferences between this ORD and
previ ous CRDs.

CO.. DDNNEGA: O this process for the HV vaccine
versus the other processes.

Lt COL. CLAYSON. That's a different question.

CO.. DDNNEGA: | think that this is the first time
that a question concerning an ORD has conme to the Board. And you
showed a whole listing of ORDs, and this is the first tine

they've had to take a question concerning the devel opment of an
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ORD to the AFEB, so there has to be sonething different and there
has to be sonething significant.

Lt COL. CLAYSON: There are a lot of differences in
the program between this program and let's say our Infectious
D sease program or even our biol ogical defense vacci ne prograns.

Probably the biggest difference, to start with, is that this was

a congressionally-mandated program This wasn't a mssion that
the DoD set out and said, "W want this, we want this, please
give this to us". This is sonmething Congress said "Thou shall",
and the reason they did that was they saw what we were doing in
the idea arena and said that, "well, the Arny in particular, but
the ID program is a product-driven program we want a product,
the Arny is probably best suited to do that". Wereas the NITH --
please don't interpret this as a slam on the NIH -- but it's
primarily a research organization. They are not necessarily
product-oriented, although products have cone out of the N H but
that's not what they are driven to do.

Congress has sought fit to provide quite a bit of
funding -- a lot nore funding to the NNH -- for H V vaccines than
they gave to the mnmlitary, but this is, first off, a
congressi onal | y- mandat ed program

M=EN. PARKER I think it's really best to delay
your question until after the science is presented because Ed's
going to tiptoe around the tulips and you're not going to get a

strai ght answer on it now So, let's go on with the science,
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unl ess there's other questions about the devel opnent process.

CO.. MNEIL: Gen. Parker, Dr. LaForce, nenbers of

the Board, Col. Eitzen as host, | appreciate the opportunity to
speak here before you today. | appreciate the Board' s indul gence
in allowing us to change the order. | thought it was probably

nore effective for the Board to hear Col. dayson's specifics
about where we are with advanced devel opnent up agai nst what Col.
Scott showed as the requirenents, before | stepped back and show
you a broader picture and the context for HV vacci ne devel oprnent
within the DoD, talk a little bit about the role that MRMC has,
which | think is incredibly inmportant for HYV vaccine
devel opnent, and to give you a little bit of our rationale and
phi | osophy for vacci ne devel opnent as the context for what you've
heard so far today.
(Slide)

Col. Mchael asked this question earlier. Back in

1994, the AFEB actually did deliberate on this. It wasn't
official, it was unofficial, but | was -- maybe |I should start by
telling you I1'"'ma Preventive Medicine Oficer. | started in the

field as a Preventive Medicine Oficer at Fort Dix, New Jersey,
and | was a user of vaccines in an operational context second to
none. Over the last 15 years, |'ve worked al nost exclusively in
the field of HV and AIDS, and for the last ten years have been
i nvol ved for vaccine devel opnent. And ny view towards vaccine

devel opment has evolved a lot over the last ten years, from a
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user to what it takes to be a devel oper.

This question about whether the mlitary needs an
H V vacci ne was discussed back in 1993 and 1994 by the Board.
CGen. More was actually sitting here in uniform at the tine, |
think, when the epidemology was shown to the Board and there
were sone di scussions about the need for interventions, including
vacci nes.

At that time and ever since, the question
recurrently has been is this a mlitary-rel evant disease? Should
the mlitary sponsor and conduct prevention research? And should
vacci nes be a part of that?

If the answers to those questions are yes -- and
will speak a little bit nore to that from ny perspective in sone
subsequent slides -- then | think it's inportant to realize that
there is an inevitable process through which vacci ne devel oprment
must progress, which is typically neasured in generations --
first generation, second generation, and on and on.

W're at the first generation. W're at the very
begi nning of this process. In the devel opment of a candidate
vaccine for a very difficult infectious disease |ike HYV, you nay
need to consider that it's worthwhile to devel op these vaccines
for the sake of generating a body of scientific literature and
data which is inportant in and of itself, and not driven
necessarily by an acquisition nodel.

Now, | understand that for the purposes of using
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this product effectively and deploying it in the field, we need
to follow the acquisition nodel, but for the purposes of the
first-out-of-the-block HV vaccine to decide whether or not it's
possible to protect individuals by adaptive immunity, | believe
that you need to look at this nmaybe from a perspective that's a
little bit broader than just acquisition-driven, and that a
success, as neasured by showi ng that you do achieve the goals of
your trial and you show efficacy, wll be net wth increased
interest funding and pushing forward to a vaccine that ultimtely
will neet the acquisition requirenents set forth by Col. Scott.

(Slide)

The epidemology of HV in the mlitary has been
very well described for 15 years because of the recurrent and
routine testing prograns that we have in place. This is the nost
current conplete data that | have to show you. It's for the
Arny. Presently, 1999, there were over 320 new HV infections
which occurred in Arny forces during that interval vyear. I
submt that this is an inmportant infectious disease, it's one of
the nost inportant infectious diseases that an active duty force

and a Reserve and National Quard force will face

It is a lethal infectious disease. Wiile there
have been great strides nmade in cheno-prevention and
therapeutics, the lethality of the disease is still uniform it's

just spread out over a nmuch | onger period of tine.

It's inportant also to keep in mnd that this does
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cause signs and synptonms of illness in the majority of
i ndividuals who are infected usually within two to four weeks of
acquisition of the infection, and that can actually debilitate
the soldier for a period of weeks.

It also, of course, would result in other forns of
potential casualty which could affect or inpact the deployability
of the soldier.

And data that we've been acquiring since 1998 and
on shows that at |east 10 percent of our infections are occurring
with non-indigenous strains of HV which nust be acquired
overseas. So, it is a deploynent-associated probl em

(Slide)

W need prevention and we need a global HV
vaccine for a nunber of reasons. ['I'l break these into
peacetinme, wartime, and one that Gen. Parker, | think, brought to
our attention and reinforced our thinking on last week, is a

nati onal security issue.

In peaceti e, we obvi ousl y have mlitary
personnel, especially nmedical personnel that are deployed to
peacekeepi ng and hurmani t ari an m ssi ons in ar eas of

hyperendenicity, where we <could be serving wth mlitary
popul ati ons, especially in Africa, t hat have very high
preval ences of HW. W could be involved in co-casualty
situations with nassive blood exposures, such as the US S Cole

or Col bar Barracks where it's inportant, | think, to have every
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protective neasure available in your arnmanentari a.

During wartime, of course, if we look at the
history of S Tls during wartine, we have a historical predictable
threat to our force.

And as a national security issue, | think instead
of thinking of this infectious disease only as a "warstopper",
whi ch many could argue successfully that it is not, we need to
think about this as a potential "warstarter” because of the
destabilizing effect that it can have on | ess devel oped countries
where the preval ence and incidence of infection is so high and so
much of the infrastructure and | eadership and workforce is being
degr aded.

(Slide)

The Division of Retrovirology at Wilter Reed has
been in the business of HV research for about 15 years we've
been involved, and this is how we're structured to conduct
vacci ne research and devel opnent. I won't dwell on this. I
woul d say that we are one of the two inportant Federal Covernment
pl ayers in H 'V vacci ne devel opnent.

(Slide)

The program is about $25 mllion a year. Vé' ve
recei ved about $10 mllion a year in congressional plus-up al nost
every year. This is about a tenth of the size of the US NH
program but we are unique in that we are a highly directed

program focused on devel opment of vaccine. W spend about 70
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percent of our dollars in vaccine research and devel opnent. You
can see here, prevention is very nuch of a priority over research
and devel opnent in the clinical front within our program

(Slide)

As | nentioned, this is a long-term undertaking.
Basic research and developnent through concept exploration
t hrough product devel opnent. On average, it takes about 12 years
for private industry to develop a pharnmaceutical from the
benchtop to the point where it's |icensed by the FDA and used.

For a biologic, that would be a short tine period.

For a hard infectious disease like HWV A DS where we really
don't know what it takes to protect individuals, then | think
we're looking at sonething that's going to be neasured in

decades, and we are at the very begi nning of that.

(Slide)

It is an iterative process. W ook at a nunber
of biological candidate vaccines. W assess them for their
safety, for their induction of inmmune responses. If we're not
satisfied, we go back to the drawing board and we nove forward
wi th addition.

So far in the hunman experience, there have been
about 60 HIV candi date vacci nes which have been in the clinic in
human Phase | or Phase Il studies. The ngjority of those studies
have been conducted by sponsorship from the US. National

Institutes of Health, and we have |ooked at that data and used
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that data to nake decisions to selectively nove products forward

and assess them in our own hands. Based upon that, we've
enjoyed, | think, an inprovenment in the time course that it takes
to generate inportant data to make decisions about moving
products to Phase || trials.

(Slide)

In our own hands, we've immunized in excess of 800
individuals in Phase | and Phase Il studies. Most of those
studi es have been conducted in Thailand. W first began working
in collaboration with the Thais in 1991. At that tine we felt
that this would be an exceptional environnent to work
coll aboratively to assess candidate vaccines because of the
nature of the epidemic in Thailand. It was very w despread. It
was very severe. It was throughout the general population, and
it was not confined just to behaviorally circunscribed groups.
W had a long track record of effective collaboration with the
Royal Thai Covernment and the Thai Arny, and there was a real
desire to do this work.

W've noved forward together with them through a
series of Phase |/Phase Il studies, to a point now where we are
at pivotal Phase Il studies, as Col. Cayson nentioned, |ooking
at a conbination ALVAG canary-pox prime wth reconbinant subunit
boost i ng.

(Slide)

H V vaccine devel oprment is difficult for a nunber
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of reasons. I've been cautioned about this first term
"correlate of inmmunity". It's a little bit msleading. What
this means to people who don't talk this language all the tine,
we're really talking about what's required to protect people, or
correlate of protection. W don't have the luxury of being able
to observe humans who have gotten infected with HV and have
cleared the infection. There haven't been very many instances
where we've been able to identify populations who are routinely
and predictably exposed and have failed to become infected, and
been able to correlate that with i mmune responses.

There is suggestive data to suggest that both
cellular imunity and hunoral inmmnity are inportant, but there's
no certain information about what it will take in order to have a
vacci ne that works.

W know that aninmal nodels are wdely diverse,
there are a nunber of them and the bottom line is none of them
are valid at this point because the only way you can validate an
animal nodel is to have protected humans and then go back to see
which aninmal nodels were predictive of human protection. Ve
won't have protected humans until we have an efficaci ous vacci ne.

As Dr. dayson nentioned, HV is known by its
genetic diversity. It is widely genetically diverse throughout
the world, and we are uncertain what this genetic diversity means
for immune response and protection induced by vaccines. So, we

need to go through this systematically. W wanted to begin by
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asking a question in a single environnent where there was one
strain of HV circulating and a vaccine that was matched to that
strain and say, "Under the best of circunstances, can we induce
protection with a vaccine?" Then we would |look further to see
how broad that protection was.

(Slide)

So, again, we're at a point now after we began
these clinical studies in 1995 we're at pivotal Phase 11
studies, looking at a conbination of the canary-pox boosted by
the reconbi nant subunit proteins, to see whether or not we're in

a position to move forward to the efficacy trial that Dr. dayson

descri bed.

(Slide)

This is the diversity that | was talking about.
W have full length sequenced a nunber of viruses from throughout

the world and, as far as you look, you can find genetic
di versity. The ideal situation for assessing vaccine-induced
protection was selected in the bottom where we are natching
viral antigens to the circulating strain, which is very simlar
from person-to-person throughout Southeast Asia and Thail and.
Very little diversity is seen there.

(Slide)

WRAIR s approach is very applied in terns of
vacci ne devel opnent. W nove things forward that make sense

enpirically. W wll nake changes to our strategy based upon
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emer gi ng sci ence which is conpel ling.

In the field of HV and AIDS, and specifically as
reference to vaccine developnent, there's been very little
conpel ling science over the last ten years to tell us to nove in
directions other than the ones that we're noving in. And we
really think it's inportant the first tine out of the blocks to
prove the concept under the nost advantageous conditions that are
possi bl e.

(Slide)

So our approach is to deci de what inmmune responses
we want to induce. W either design or obtain products that do
i nduce those responses. WE verify that through Phase | and Phase

Il studies, and we try to set nilestones that we think are

appropriate for noving forward. If mlestones are met, we nove
to the next step. If conpelling science enmerges that tells us
that that what we're doing doesn't nake sense, then we'll rmake

changes to that strategy. But, ultinmately, we need to nove to
the field. There are endl ess debates about whether a vaccine is
good enough to be efficacy tested. Everybody has an opinion, and
nobody knows what the truth is. The only way to really find out
whet her these approaches will work is to go to a field efficacy
trial.

(Slide)

W initially wanted to be in a position to devel op

candi date vaccines that were very good in inducing antibodies, a
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second class that were very good in inducing cellular responses,
and then conbine the two to induce both. And early in our work
in Thailand, the incidence was so high we felt we could do a
conparative trial there where we could look at all three
approaches, called the best of a vector class strategy with a
comon pl acebo group.

(Slide)

As you probably know, the Thai governnment and the
public health system within Thailand has done a fantastic job of
counteracting the epidemic in the country. The incidence of HYV
has declined throughout the country, still to levels that | would
consider to be high, unacceptably high, but instead of being
neasured on the order of 5-10 percent a year, it's sonmewhere on
the order of .5 to 1 percent per year.

So we had to take a reductionist view here, and we
t hought the best way of noving forward was to pick the candi date
that induced the nost conplex repertoires of inmmune responses,
which is the prinme/boost strategy, which is, again, the one that
we're tal king about now is an ALVAC which contains the HV core
gag gene, the prelinmerase gene, and the envel op gene, the envel op
being derived from a primary clade E isolate, which is very
simlar to the circulating virus in Thail and.

The reconbi nant protein boost is a bivalent boost
that includes a clade E genotype E virus and a genotype B virus.

W will do an unblinded interim analysis over the next 30 to 60
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days to see whether or not our mlestones are bei ng achi eved.

(Slide)

Before we started these trials in collaboration
with our industry partners and with the Thai government, we
established nmilestones that had to be net by these candidates in
order to nove to a field efficacy trial. They had to do with
both induction of antibody and induction of cellular inmune
responses, and it's the point of this interim analysis to see
whet her we need these m | estones. If the vaccines are safe and
if they are immunogenic as the milestones we've set here, we
woul d move forward. If they are not, we will not, we will nove
back in the iterative process and go back to the technol ogy base
and try to push sonething forward that does a better job than
what is currently available to us. W feel collectively, as a
scientific community, that these were reasonable mlestones to
expect of a first-generation candidate to nove to the field.

(Slide)

W also needed to have the sane kind of criteria
for the population which we would invite to participate in the
trial. As you know, HV is a very dynam c process, and we needed
to nake sure that we had a population that had nmeasurable
predi ctabl e inci dence, good follow up, predictable |ow nigration,
in-and-out mgration, and interest in participating in the trial.
W' ve been working for five years in Thailand to achieve that,

and we are there with the populations in two southern provinces
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in Thail and.

(Slide)

The trial that we're talking about is a comunity-
based trial in two provinces, Rayong and ChonBuri, that would be
conducted at eight district hospitals and 40 district health
sites. There will be 15,000 volunteers in this trial. That is
driven by the incidence of infection that we expect to observe in
the study, and the level of efficacy that we are powering the
study to detect.

By definition, this product is given over a period
of 6 nonths. It's given at Day O, at 1 nmonth, 3 nonths, and 6
nont hs. So, when we are talking about the ORD, this is the
reality of what a first generation vaccine will take in order to
i nduce imrune responses that we think are meaningful and should
be measured to see whether or not they have a biological inpact
for efficacy. W obviously will not neet a 2-dose or 1-dose
objective with this, nonetheless, we believe that this product is
very, very inportant to assess for its imrunogenicity, and we
won't be able to do better than this until we prove that this
conbination is able to induce efficacy. The study wll last for
two to three years, depending upon the endpoint accrual that
occurs during the trial.

The primary endpoint is infection, sterilizing,
imunity, and the study is powered to detect a 50-percent

reduction in infection hazard in individuals who are inmmunized
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versus pl acebo. A secondary endpoint wll look at circulating
plasma viral load and CD4 count. W are powered in order to be
able to see as small as a log difference in vaccinees versus
pl acebo recipients. That difference is biologically very
neani ngful for the subsequent induction of disease.

It is also very neaningful for peri nat al
transmission for reduction in nother-to-infant transm ssion.
There is absolutely nothing known about the meaning of this for
sexual transmission in adults, but | think that we can infer
based wupon its inmpact on disease and on nother-infant
transm ssion, that there also would be a significant inmpact on
sexual transm ssion. The study would begin in the Sumrer of 2002

and would last for four years, at a cost of about $5 nmllion per

year.

(Slide)

And our tinme line is from concept in the Fall of
1998. W are now at the first green star, naking a decision

about down selecting and neeting our criteria to nove into an

field efficacy trial by Summer of 2002.

(Slide)
I'mnot going to go through this, I'mjust |eaving
this. This is in your packet. |It's to let you know that we do

have an active technol ogy base program W feel that you have to
have a very viable technology base to nove forward if you are

comitted to vaccine developnment, it can't be a one-shot deal.
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And we have a nunber of candidate vaccines that we're very
excited about that we feel will be inprovenents on the existing
first generation candidate which we do believe, if it neets
criteria, is ready to go to efficacy testing. These will not be
available for efficacy testing anytine in the next three to five
years at a mininum That's now long it takes to go through Phase
Il testing.

(Slide)

Let me just end by touching on the four points
that were brought up in the ORD on efficacy transm ssion, being
able to differentiate between vaccinee and infected, and the use
of the vacci ne.

Again, for the purposes of what we're doing here,
infection is the measure of efficacy. |If we go to the FDA with
this plan, primary efficacy neasure is a 50-percent reduction in
infection. So, this would be licensed by the FDA or not, based
upon its ability to do that.

A secondary outcome measure is reduction in viral
| oad, which would then be associated with a decreased occurrence
of di sease, the neasure by which nost vaccines work. W will not
be able to seek licensure based upon this as a secondary outcone
measure. It will be, | think, very, very inportant infornation
to have because a positive finding in this realm would cause
industry to go back and reinvest itself into trying push forward

with inproved vaccines that will do a better job at both
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preventing infection and di sease.

The issue of transmission, again, | think this is
sonething that is inpossible to ask of a first generation vaccine
in an efficacy trial, and it's sonmething that could be assessed
in a Phase IV setting.

The ability to differentiate between a vaccinee
and an infected individual for this class of first generation
vaccines is quite easy, using our standard inmmunoassay Western
Bl ot diagnostic algorithm These vaccines, unfortunately, are
not able to induce antibody that would result in a diagnostic
pattern on our standard testing algorithm W wsh they did,
they'd probably be better vaccines if they did, but they don't.
And so we feel that we can reliably differentiate with the
exi sting ElIA Wstern Bl ot.

As Col. dayson nentioned, in over the course of
probably the next six nonths, the FDA wll be |ooking at
licensing nucleic acid testing for use in bloodbanking. In the
rare instance of a false-positive, an individual who is
vacci nated and not infected, the use of a nucleic acid test would
be able to be an infected differentiator, it would actually show
us that the person had viral genone in their system and not an
i nmune response. W should have that tool available to us as
soon as it's available for bl oodbank use.

And, finally, in terms of the issue of how we

would use it, | would just ask you to consider again that we are
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at the beginning of this process, and this is a very difficult
i nfectious disease, and kind of think of this, that we have to go
through a crawl, walk, jog and run process, and the conbat
devel opers are asking us to run with this vaccine. VW' re not
quite ready to do that yet, but we think these vaccines are ready
to assess whether or not they are crawing, and the only way to
do that is to put theminto the field and do a field efficacy
trial.

That concludes ny presentation. Hopefully [|'ve
given you a little context for why we are where we are, as Col.
G ayson described to you initially, and happy to answer any
guestions. Thank you.

DR LaFORCE: Questions for Col. MNeil? How
large will the study be in ChonBuri?

Ca.. McNEI L: The entire study is 15,000
i ndi vi dual s. ChonBuri wll nore than likely recruit 9- of the
15, 000.

DR LaFORCE: And that's with a power of --

CO.. McNEl L: That's with 80 percent power to
detect a 50-percent reduction in infection hazard in the
vacci nees versus the placebo recipients.

DR LaFORCE And what's the current preval ence
rate there?

Lt COL. CLAYSON  The incidence rate which we have

nmeasured in the population is .7 percent per year. For the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

200

trial, we used the |ower boundary of the 95 percent confidence
interval to design the study. W wanted to absolutely make sure
that we had adequate power in the study, so we were very
conservative in using conservative incidence estimate.

COL. M CHAEL: Wuld it be safe to estimate that
you mght have to increase the trial size by an order of
magni tude to rule out transmnission differences?

COL. MNEI L: I don't think an order of nmagnitude
i s big enough.

CO.. M CHAEL: It would be talking about a
significant increase in trial size.

DR ALEXANDER  John, | was just curious about the
gender distribution of the intended participants. This is an
entirely nal e popul ati on?

COL. McNEIL: No, this is a comunity-based study.
The approach to the comunity would be to take a representative
sanpl e of the comunity. O course, these are individuals that
will listen to public service announcenents and targeted
advertisenents and then will select thenselves to show up. Qur
cohort devel opment projects have been in both nales and fenal es,
so it isn't an exclusively male-directed project.

CO.. D N EGA: The incidence you nentioned, John,
the general population is overall --

CO.. McNEl L: It's an overall population which is

made up of both nmales and fenales. There is not a significant
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disparity between the infection rates in males and fenmales in
these two communiti es.

DR HERBOLD: John Herbold, San Antonio. I
commend you all in this and having 15 years ago was dressed by
Gen. Ratman when there was a $6 mllion congressional plus-up for
H V research. Adm Zinble was also around that dressing down.
But did | miss sonething about what the military operational need
is for -- and I'm trying to reflect on how I would react to
trying to answer sone of these questions, and | would have to
know what the mlitary objective is so, in a sinplistic manner,
woul d state one question mght be the goal of the vaccination
program is to prevent infection in an occupational setting --
troops depl oyed, exposed to blood or blood products, or exposed
in avocational activities incident to mlitary depl oynment.

Anot her question might be, prevention of infection
in troops who are going to be used as part of the wal king bl ood
bank. And | guess ny question is, did | mss the questions that
woul d precede this long laundry list of questions, because |'m
having trouble putting it in context.

MEEN. PARKER M. Chairman?

DR LaFORCE: Yes, of course

MEN. PARKER You didn't mss anything. Let me
try to put this in perspective of what's on the plate today. The
Depart ment of Defense, ever since that redressing of Gen. Ratnman

to you, has been engaged heavily either through a congressional
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appropriation or through a direct appropriation in developing a
vaccine for H V.

The whol e program was focused, other than clade B,
for the sinmple reason that it was evident that N H and other
bodi es of research would inmediately junp on clade B as it was
the infective species on the Continental United States, and the
direct US. public health threat. So, the whole program was
focused away fromB and | ooked at the other clades worl dw de.

The program has survived for 15 years, and if laid
out against the other activities that are working in this area --
NIH | think it's ALAC, a couple of others -- you could four up
there and you could put the DoD there -- you would find that the
DoD not only has a very defined research base, but they've
devel oped a product, they've devel oped a safety and efficacy, and
they are going into field trials. And if you |l ook at the others,
you will see enpty blocks and goose eggs where others have not
conpl eted that.

So, we have a scientific program that has gone
into acquisition, and now being -- because it represents $35
mllion of research dollars, | believe it's being |ooked at for
the possibility of where we could put that other $35 mllion.
That is not ny position. | believe in this program and |I'm
going to make a couple of comments to the Board about this, and |
want to be on record for it.

If the Armed Forces Epideniology Board felt that
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adenovirus is a requirenment and a vaccine for adenovirus is a
requirement, | think they so should agree that HV vaccine is a
requirement for the nmilitary. In the last calendar 12 nonths,
only one docunented case of death due to adenovirus has occurred,
possi bly two, but not conclusive. The nunber of people just in
the Arny that are contracting HV is 330. If you add the Navy
and the Air Force, | don't know what the total nunber is, but
it's sonmewhat over 500.

It's a behavioral thing, and although we have good
preventive nedicine, education and training, soldiers, sailors,
airnmen and Marines are not behaving in the nost perfect construct
duri ng depl oynents.

And so | say it is a problemfor the mlitary, and
this is why | say it. First of all, there is a culture in the
mlitary that believes that the mlitary don't engage in this
risk. Well, we've proven that they do by nunbers.

The mlitary deni es deployment of individuals with
H V di sease, but they do not separate themfromthe force. And so
each of these individuals add to the total nunbers that we can
bring into the force in uniform If we could have prevented
these individuals fromgetting HYV, they would be usable nenbers
of the mlitary force to deploy anywhere in the world.

Now, the wal king blood bank, as you bring up, is
the rationale for the nondeploynent, so that we could have a

living, walking blood bank. But, if you deploy, protection or
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i medi ate screening of those deploys before sharing blood is not
done. And we all know around this roomthat early infection is
the highest viral load during HV, so we don't seem to have a
continuity in our policy about the wal king bl ood bank.

If we believe in traditional definitions of
personal protection froma disease that not only is preval ent but
causes death, all of those things above uphold the fact that we
shoul d prevent those in uniformand vacci nate them agai nst H V.

As Dr. MNeil said, | proposed a little different
ook than the traditional |ook for the 21st Century about how we
do things in the DoD, and the traditional structure is that we
have an individual, male or female, in the service, and we're
going to protect them agai nst di sease because they are going to
an endem c area. That's a very traditional |ook at why we protect
i ndi vi dual s. If you up that to a national security level, |
think if we -- and you could very well say the NIH can do this,
or sonebody else can do this, but we're so far along with our
science | am saying, first out the door with a vaccine, hua,
because what's the goal here? What's the goal? The goal is to
prevent HYV infection and, you know, if we don't stop this
disease -- |'m speaking to the choir around this table -- the
infrastructure in Africa and the infrastructure in Russia will go
to you-knowwhere in a handbasket and, for sure, we'll be
depl oyed because there will be chaos and war, and we'll be

depl oyi ng our fol ks probably without any protection.
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So, | think that cycle of events needs to be
t hought about under a national defense posture rather than the
traditional "protect the soldier, protect the Marine, protect the
Air Force", and does the DoD play a role in that particular
t hi ng.

| say right now that the DoD program is advanced
and probably a leader in the field of producing a product against
a couple of the clades of HYV, and through that work |I'm sure the
keys to devel opi ng vaccines on the other clades will be an easier
road to run

So, | say to the Board that the Board could say
sort of plus-minus on the mlitary requirement. 1'd like you to
nake a positive statement about that requirenment, but you could
also nmake a statenent in conjunction with that that the DoD
shoul d continue to produce a vacci ne because of their science and
acquisition expertise -- at this point, you have 15 years of work
onboard and getting ready to go to a M| estone ||

| think the ORD is an illusionary docunent, and I
say that with all professional feeling for the people who are
required to do ORDs, but it's not based on true science, and it's
perhaps drafted to prevent the DoD fromcontinuing in this area

| believe that the 90-percent effectiveness on a
vaccine for a conplicated RNA strain or a DNA virus is
unconpr ehendabl e. And as | talk to other pharnaceutica

conpani es, when we talk about nalaria, TB and HV, we talk about
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spiral devel opnents of vaccines in these difficult areas, and not
the ultimates of a perfect vaccine the first tine out of the box.

| think the Board really has to struggle with the
fact that other vaccines have been okayed to be produced at an
80-percent efficacy, but this one has to be 90 percent.

The dosing schedule is also illusionary and not
based on science. Sure, the CGNC -- if you ask a 4-star CINC
what they want, they actually want one shot for everything one
time -- one tine and nothing else has to happen. Now, that's
perhaps in the future possible, but right now | think we have to
look at it in incremental steps and keep the goal in mnd --
prevent H V. If it takes 4 shots, then 4 shots should be the
policy, and the Departnent of Defense and other public health
agenci es woul d acconmodate the 4 shots.

And |1'm going to end there. I"ve said ny piece,
but | think the Board has a difficult thing on their plate, and
it was thrown on the plate with perhaps sone hidden agendas, and
| didn't want those agendas to go unnoticed and hidden. The
conbat developer could say what they want, but the conbat
developer really hasn't cone to the table for good scientific
di scussion for developing a first generation vaccine as a
requirement.

Now, you could go back and go to sinpler -- okay,
nmaybe the criteria are all shot up, but naybe the Board, if the

Board just westles with the fact of is it or is it not a
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mlitary requirenent, then 1 think in the future the early
criteria for a mlestone decision could be rerun and reworked
anmong the scientific comunity and the acquisition comrmunity.

DR LaFORCE: (Questions? Actually, this is a good
segue for a break. Let's break until 3:00 -- oh, I'msorry.

Lt COL. BERTE: You nmade a statenment relating to
how to approach it. It seenms that there is a parallel here with
other acquisition prograns in ternms of the block approach of
| arge acquisition progranms where you recogni ze you are only goi ng
to reach a certain level of capability, but it's inportant to get
that capability out there, and then you come forward with a new
ORD for the next block that has an increased capability, and this
certainly would fit into that approach in terns of comng up with
Block 1 is going to be less than 90 percent, maybe multiple
doses, or much nore, with the understanding that there's other
things coming down the chute and you can nore realistically in
Bl ocks 2 and maybe 3 inprove on that.

So, it seens like that kind of approach which is
well accepted in the acquisition field, would fit in with the
requi renments to have an open ORD and yet allow for the fact that
it's avery difficult project.

CO.. M CHAEL: It should be said that an ORD is
not a fixed docurment, it's a living docunent, it's dynamc, is
that not correct?

MEN.  PARKER Wll, it's -- when you get to
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Mlestone II, it's pretty fixed because I'm the mlestone
decision authority, and it's fixed at that point because | have

to nmake ny decisions against the criteria on the exit criteria of

the ORD.

CO.. MCHAEL: And then another point is, |I'msure
no matter what we set -- if we set it at 80 percent and it cones
out 78 percent, it will be a licensed vaccine, and the DoD wl|
have to decide whether or not it wants to use that |I|icensed

vaccine. That's a fact of life. A 78-percent vaccine is going
to be licensed, | would bet, if it's safe and effi caci ous.

DR LaFCRCE: Try 65.

(Si mul t aneous di scussion.)

DR LaFORCE: Rosie.

DR SOKAS: It strikes ne that you could have all
kinds of criteria that are totally unrealistic, and all you do is
either nmake them ridiculous and a l|aughing stock, or you -- |
nean, speaking for everyone around the table, | can't imagine
that there's anybody here that wouldn't say go for it, as long as
you're not making people ill and killing them which is, you
know, presunably not going to happen here, and as long as you
have sone neasure of efficacy. And | actually think that the
ability to distinguish between true infection and seroconversion
is an inportant criteria, so there probably are a few inportant
criteria, but they are certainly not the endproduct result that -

- | nean, this is not the way science is done.
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DR LaFORCE: Ben?

ca.. WTHERS: Sir, | want to ask a question
primarily to -- | could guess at the answer, but | would like the
Board to hear your answer. What is about this question that
nakes this fundanentally different? Col. Dniega' s already

pointed that this is the first ORD that's been presented to the
AFEB for opinion. Wy is it that we're here today? Wat is it
about the devel opnent of this vaccine as opposed to others that's
brought these two major commands, if you will, to this point in
di sagreement or in a tussle, and why this -- what's going on
that's different?

MEN. PARKER Vell, | think the basic question
is, is this a disease of mlitary inportance, and should a
vacci ne be produced against it? | believe there's a lot of
people out there -- and | talked about illusionary thinking and
not being in contact with the real science -- that truly believe
that HHV is not a problem for the mlitary and, therefore, the
DoD research base and the DoD acquisition structure doesn't have
to be concerned with this at all, and this is NH s problem and
academ a, and the CDC, pure and sinple.

ADM  ZI MBLE: First of all, | want to thank you
for allowing me to cone, inviting ne here, but as a former SG
|'ve asked questions of the Board, and there's really only one
guestion. Let me underscore what Gen. Parker's one question, and

that should be an overwhelnming "yes", that it is mlitarily
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relevant. The rest of the questions asked can have to wait unti
you' ve got a product, and then knowi ng what the parameters of the
product are, and then making policy regarding its use. But the
key question right now -- and I wll tell you that funding is
dependent upon it -- is specifically whether or not this is
mlitarily relevant to have the vaccine, and Gen. Parker was
quite articulate in defining the rel evance

DR LaFORCE: Questions or points?

(No response.)

If not, let's break -- well, timng is perfect.
Let's break until 3:00 o'clock.

(Wher eupon, a short recess was taken.)

DR LaFORCE: What we originally had schedul ed for
the rest of the afternoon wuntil about 4:30 or 4:45 were
subcommittee meetings for the Board. Gven that Steve Ostroff's
pl ane was canceled -- he was to get here at 11:00, but his plane
was canceled, so he's either sonewhere in transit, but he
obviously won't get here until late this afternoon or tonight --
so what | would propose, that nakes a bit nore sense, given that
Steve won't be here until tomorrow, if we could either continue
di scussions, or open up the discussions along the lines that we
just left, and then hold the subconmittee neetings or discussions
tonorrow, would that be all right -- because | really would not
want to go ahead with a subcommttee neeting, given all the

materials that are going to be discussed, wthout at |east having
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St eve around. In point of fact, one of the reasons that we
schedul ed this was to acconmodate his schedule. Yes?

CO.. DDNNEGA: Dr. LaForce, all of the issues that
are going to be raised today have been raised today, and tonorrow
is the Infectious D sease Subconmittee. So, really, the issues
are only for that subcommittee, and in the past sonetimes we've
just stayed as a body because there was only one issue that woul d
invol ve a | ot of people, only one subconmittee.

DR LaFORCE: As | recall, we did that last tine.
Maybe that makes sense. Perhaps we could nmore profitably just
continue the discussions that we were -- or the topic that we
were discussing before we broke up in terns of the HV vaccine.
If you wish, we can continue that discussion this afternoon.
What | woul d ask Board nenbers is -- | don't think it's necessary

to have a closed neeting or anything for that particular

di scussi on.

As you know, one of the issues that | really feel
strongly about is transparency, and so if we could -- | don't
have any problens -- unless other Board nenbers do -- we do have

an Executive Session sonetine tonorrow afternoon, so if there's
anything for the Board that we want to discuss in-canmera, that
woul d be perfectly fine at that tine. But for the rest of the
di scussi ons, unless soneone has any objections one way or the
other, | would just suggest that we just continue working, if

that's all right.
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Ckay. W need sone feedback now from nenbers of
the Board who have been quiet. Li nda. I'm going to go around
and pick on people in terms of just feedback, and there are a

couple of things that you could feel free to discuss. One is the

i ssue of participation in terns of the -- it's not going to be an
Advisory Committee -- where's Rosie, |'ve got to use the right
words -- work group, we'll call it, that Vaccine Wrk Goup

i ssue, and then the second is the nore conplex question in terns
of H V vaccine issues that were brought up.

DR ALEXANDER:. The HV thing, | guess | remarked
to a couple of people at the break, it's amazing that even DoD is
not immune fromthe politics of HWV. It's an organi zation that
deals with HV in terns of public service, it's amazing sonetines
the conplexity of issues and where the source of the conflict
really lies. Sonmetinmes we're forced to use science to defend
things that really have their origins in stereotypes or
m sconceptions or just attitudes about HV, and | guess this, you
know, again, may be another exanple of that. I think it's
important that if we feel strongly about H'V being a mlitarily
rel evant disease, that we say that in the strongest |anguage
possi bl e, given the conplexity of these issues.

DR LaFORCE: Bill.

DR MOORE: | don't know whether | should recuse
nyself fromthis discussion or not because | was the H 'V Project

Oficer for the Arny for seven years, and | already have ny mnd
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nade up on this issue.

DR LaFORCE: But you are a menber now of the
AFEB, and | think that -- | would think that prior
responsibilities being what they are, we're actually vitally
interested in your opinions right now.

DR MOORE: Well, one of the sets of deliberations
that 1've been involved in -- and | think John will recall that
when we first started talking about developnent of a vaccine
because even at that point the Retrovirology Goup at WRAIR had
nmade a lot of progress. W understood a |ot about the disease
and because of the epidemology studies that had been done on
recruits and on retesting, we knew an awful |ot about the disease
at the tine.

Et hi cal issues came up in those discussions, and |
didn't hear anything about the ethical issues related to the
vacci ne devel opnent, vaccine adm nistration, whether or not this
would be voluntary and, as Linda has already said, there
continues to be stigna associated with the acquisition of HYV
infection certainly here. So, those are all issues that | think
the Board needs to take into consideration in arriving at a
posi tion.

DR LaFORCE: David.

DR ATKINS: Just as a point of clarification, is
one of the reasons this has cone up is because the funding thene

has changed so that this is now conpeting in a way agai nst other
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funding that it has not previously?

DR LaFORCE: R ck, wuld you mnd sort of talking
to that point in terns of the funding i ssues and the fact that it
sort of -- I'msorry --

CO.. MNEI L: It's not here because of any change
i n funding. | don't believe that this question is before the
Board because of funding issues. The program for nany, many
years, was not funded as a part of the program objective
nenoranda of the stable funding of the President's budget, but
since 1998, we have been. The advanced developrment -- a
transition of some of those funds to advanced devel oprent was

made beginning in 1999, and continues to be in the budget for the

foreseeable future. So, | don't think that there's anything here
that's related to conpeting -- other prograns conpeting with this
noney, or a new influx of noney into this program | think

there's other notivations for why the question is before the
Board that don't have to do with funding.

I can nmake a quick renmark about ethics. Ve
operate now in the field of HYV vaccine actually in all
bi ol ogical research in the field wunder, | think, the nost
conplete and intense ethical scrutiny and guidelines that have
ever existed. W conply fully wth all of the ethical
requi rements as set forth by our own system by the United States
Covernnent through their Code of Federal Regulations, the United

Nations AIDS program WHO and the new prograns of the NITH  So,
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we have five layers of ethical review of every research proposal
that goes forward, and there is ethical oversight in the form of
DSMBs whi ch occur with all our trials.

Lt COL. RIDDLE: Col. McNeil, formthe funding, the
HV programis really not a conposite part of the M DRP?

COL. MNEIL: Yes, it is a part of the M DRP.

Lt COL. R DDLE But it doesn't conmpete with any
other MDRP priority?

COL. McNEIL: It does not conpete.

Lt COL. RIDDLE: Because you all have heard before,
the Mlitary Infectious D sease Research Program the conpetition
within the MDRP, what gets funded and what doesn't. Even though
this programis part of the MDRP, it's POMed, the dollars are
POM ed for plus additional congressional plus-ups, but it doesn't
take away fromthe other priorities in the existing M DRP.

LtCOL. SCOIT: It was | who asked perm ssion of ny
boss to bring this question to this Board. | tried to talk Ben
Diniega into letting ne bring it a year and a half ago. Col .
Wthers is a softer touch. And it was | who drafted the
qguestion, got it approved in ny command, and it was | who sent it
up and pushed getting it here. And the reasons are as follows,
but I would like to subnmit a disclainmer.

Ve, in ny command, are not trying to stop advance
devel opment of an HV vaccine, nor to term nate research, nor to

see the noney redirected. W are fully cognizant that this is

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

216

the absolute best science going on in the developnent of HV

vaccine on the planet. W're fully cognizant this nay be a
continent-saving vaccine, if not a planet-saving vaccine -- and
that mght be a bit nelodramatic -- but certainly a continent-

stabilizing vaccine is in its potential.

W have naned this one of the top five out of 30
mlitarily significant infectious diseases as far as endemc
di sease threats. W did vote it low in one prioritizing venue,
because it has its own noney stream So, we voted it low in one
voting iteration recently, but that does not nean we have any
posture that this is not mlitarily significant. It is
enornously significant, sonetines in an operational setting, but
largely in force devel oprent.

So, we did not ask permssion to bring the
guestion because we want to kill it, but | sit at mnmy desk with
witten comments from maj or command surgeons that say four doses
is absolutely unacceptable, we can't do this, can't admnister
it. Several from major conmand surgeons. From infectious
di sease researchers at the colonel level in this command who say
four doses is inpossible to admnister. | <can't throw the
comment s away.

| have a statenent from the Surgeon GCeneral's
Infectious D sease Consultant that 80 percent is far too |ow
Certainly it needs to be higher, 90 is appropriate. | can't just

throw it away or wish it away. | can't rebut it by saying |
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talked to sonme nice guys and they told ne -- you know, the
science guys and the advance devel opers, they told nme that was
wong, Sir. But this panel can provide ne, as the user
representative, with the foundation to say here is why this can
go forward.

| have cone here, | have asked this question, and
this has been ny little project. And | brought this question
here because | do not have the wherewithal to rebut these
gentlenmen by nyself, but this panel does. W agree that it is
mlitarily significant and extraordinarily inportant, but we

cannot currently very well go forth with these conmments on the

tabl e. In addition, the concept of use is critically inportant
because it is line officers that approve these requirenents
docunent s.

So, we have to go to the Commanding GCeneral of
Arny Training and Doctrine Command for his 4-star signature, and
before it goes there, it has to be approved by the Doctrine and
Conbat Developers at all of the mlitary schools -- Infantry,
Armor, Mlitary Police, Engineer, et cetera. So, we need to have
the concept of use pretty fairly fleshed out -- fairly well
fleshed out. And if it's going to be a total force or high risk,
we need help in ascertaining how that's going to be because that
did not cone to us fromthe S&T conmmunity.

| could go on, but | think I've nade ny point.

W've conme here for assistance wth adjudicating comments in
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opposition to the candi date

DR LaFORCE: Kevin?

DR PATRI CK I don't know, Marc, |'m not sure
exactly where | stand on this. I'mreally very interested in
heari ng what others have to say.

DR LaFORCE: Pass, no problem

DR PATRICK: | do want to rmake one point, or one
alnmost clarification, and it relates to -- it strikes me one of
the nost inpressive bullets here is that a vaccine candi date nay
be good enough to develop for the sake of what nay be achi eved
short of traditional acquisition requirements, the whole notion
of developing -- to pushing forward science and pushing forward
potentially an infrastructure that woul d be capabl e of devel opi ng
other vaccine. Am | reading that wong? Let nme pose that as a
question, is this not an infrastructure that mght, through the
process of developing this vaccine, be helpful in responding to
the other vaccine needs that we keep hearing about and, thus
that's a good that | think bears enphasis in this discussion. Am
| correct in hearing that this infrastructure mght, in fact, be
hel pful in devel opi ng other vacci nes?

DR LaFORCE: W skipped you Philip. W were
going down that side of the table for comments. Wiy don't we
cone back to you

DR LANDRI GAN: Gve ne a mnute to get into the

rhythm We were having a neeting of our subconmittee outside.
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DR LaFORCE: Julian?

DR HAYWDOD: I think the last little bit of
di scussion has put this in perspective in ternms of what we're
actual ly being asked to consider and, although I'm not an expert
inthis area at all, | think the issue is very clear and that we
have an obligation to give sone advice.

DR LaFCRCE: Doug?

DR CAWPBELL: Well, there's a lot of issues, but
I think a nmain issue is that HV is an incredibly inportant
di sease that needs to be stopped, and what do we need to do to
get to that point. Private industry is working on developing a
vaccine, so why does the mlitary need to cone in and set up
their own infrastructure to do the same thing? |I'mnot all that
famliar with how effective the mlitary is conpared to private
industry in developing a vaccine. From what people say, it
sounds like they are doing a very good job, but ny question is,
why do the mlitary have to have their own program over and above
what private industry is doing, and if the mlitary can do a
better job than private industry, maybe it would be a definite
benefit to have the mlitary be involved in nmaking a vaccine.
But | guess |I'd like to hear why the nilitary should be

devel opi ng a vacci ne over and above private industry.

CO.. MNEIL: This is a cooperative research
undert aki ng. Industry is unwilling at this point to do this
alone. It's a very risky venture to go forward on your own with
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t he devel opnent of an HV vaccine. Their risk underwiters would
never agree to do this unless there was a partnership forned with
others who could absorb some of the risk, risk neaning
contributions that help in the devel opnent of the product or the
candi date product that aren't costs directly to the company.

What we've described here today is a cooperative
undertaking with Aventis-Pasteur and Vaxgen, two private industry
partners. They are the ones that initially produced the
constructions, the candidate vaccines, and we have done the
clinical evaluations. For the Phase IIl trial, they wll
manufacture the candidate vaccine, we are providing the
infrastructure for doing the clinical assessnent. W can't
nmanuf acture the vaccine at that scale, and they can't absorb the
risk of doing the clinical trial without some other partners.

A third element to this is the political part for
H'V, which is quite different and distinct from other infectious
di seases. And in order to get a climate, a political clinate,
that's acceptable and in fact proactive in supporting these is no
smal | undertaking, and industry has a very difficult time doing
that al one. Otentinmes, internationally, an industry shows up,
they are |ooked at quite skeptically. It's approached as a
partnership that includes nultinational organizations, US.
CGovernment, foreign governments, industries of health, private
industry, UNAs, which this is, it works. Anything short of that

doesn't work very wel|.
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So, we're not doing it alone. W're not doing it
better. W are doing it in partnership.

CO.. DONNEGA: | just want to nake a conment, and
John probably can talk to it a little bit better. There have
been success stories with cooperative research agreenents that
have led to products, and hepatitis-B is one of them That was
developed in the US nilitary and taken to licensure by one of
the other pharmaceutical conpanies, and done in conjunction wth
the mlitary.

DR LaFORCE: John.

DR HERBOLD: M/ experience would say that the
Board should look to the question of are there mlitary unique
aspects of vaccine devel opnent that the mlitary should focus on,
or only the mlitary would focus on, as you go down this R&D
trail.

One exanple that | would cite about mlitary-
speci fic vaccine devel opnmrent would be on focusing on vaccines
that would prevent infection contrasted with vaccines that would
reduce viral load in those already infected. And if the
technology broke towards -- that you could do some quick
devel opment of things that would reduce viral load in those
already infected, | think industry and National Institutes of
Health would go down that trail and not remain focused on vaccine
devel opment of a product that would prevent infection. And |

think in the operational setting, that prevention of infection

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

222

woul d be the mlitary-unique focus for the Department of Defense

The argurment that the military can do it better than Chrysler or
Ford doesn't hold. It has to be a mlitary-relevant issue, and
we could argue about the mlitary relevance of developing a
vaccine that prevents infection. | think it's a substantial risk
to forces that are deployed, but | think the Board needs to focus
on hel pi ng answer that single question.

DR LaFORCE: Bill?

DR BERG | think there are a nunber of points
I'd like to nake. | think, as Adm Zinble said, the secret of
success with the Board is asking the right questions, and |
applaud Col. Scott's restating of his questions, | think that
clarified it significantly.

Secondly, | think it's highly appropriate for this
Board -- in fact, it's one of its historical obligations to do
things like look at the ORD and rewite it as necessary. And
speaking just for nyself, | think making the changes along the
line that have been suggested here is favorable, or at |east |
woul d be in favor of it.

The third point | think I'd like to make is, when
we talk about a mlitary inportant disease, just what are we
talking about? and |'mgoing to say this a little bit tongue-in-
cheek, but if Col. MNeil and Gen. Parker painted this as any
bl acker plague, | think we ought to insist on a 99-percent

efficacy.
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I find it hard to think of this as mlitary
i mportant when you think that the role of the nmilitary is conbat,
and this is not an infection that affects conbat. Only 300

people get infected, only 10 percent of those get infected

over seas. Most people have an early onset infection that is a
relatively nmild viral like illness, and then die, if they die,
years |ater. By the time they are back from Sierra Leone or

Bosni a or Herzegovi na or wherever.

So, if we say the role of the mlitary is conbat,
I don't think you can argue much that this is a mlitarily
rel evant vacci ne. | also don't see it protecting the walking
bl ood bank. | nean, the threshold is 90 percent. The ar gunent
here has been for 80 percent efficacy. Many of the speakers have
said, "Ch, it ought to be as low as 60 percent". You're going to
get a false sense of security if | say, "Wll, | can take bl ood
fromyou because you got the vaccine".

| think the argurment, though, is that there are

nuner ous vaccines -- looking at the Tier | vaccine for biol ogical
warfare -- for which we do not have a good vaccine and for which
industry is not likely to be interested. And | think the

spinoffs of this whole project are where the big payoffs lie and
why the Board shoul d be endorsing this project.

DR LaFORCE: Thank you.

DR SHANAHAN. |'lIl have to say this has been, to

gquote a baseball player, "deja vu all over again". I had the
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good fortune of being with this command for nost of ny mlitary
career, and | can renmenber when these questions first came up.
It is ny recollection, Dr. More, that it cane directly from
Congress initially. And we went through all of these discussions
before, and | have to say | was on the other side of the table in
ternms of whether | supported it or not because, in a large part,
even though the initial funding had cone from Congress, the
subsequent funding is going to come out of the command' s budget,
and | was trying to keep a laboratory alive that was getting
strangl ed by budget.

But these questions did come up during that period
of time, all these questions |'ve heard before. In ny view,
there were a nunber of people within the Mdical Corps and
outsi de the Medical Services Corps, who had nmuch nore of a |ong-
range view of the subject than | did at the tinme, and sonme of the
other people who were in opposition to HV research in the
mlitary, including sone of these predictions about what might
happen to HV in the future. Fifteen years later, we can see
that those predictions, many of them were fairly accurate.

| think it is within our purview to look at this
and consider whether it's nilitarily relevant. I think ny own
opinion is that there is a fairly high degree of nilitary
relevance. |Is it exclusively mlitary? No. And | think that's
going to be part of the question, too, that Dr. Berg is raising,

to what degree is it mlitarily relevant, and to what degree
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should it be supported by the mlitary. Initially, it was a
congressional decision, and certainly long before HYV, Wlter
Reed and this Institution have been involved wth vaccine
devel opment over a long, long period of tinme.

So, | think that we certainly have a lot of
guestions to ask about that, but there certainly is a degree of
rel evance to the mlitary.

The other issue is that | find that what Col.
Scott brought up, nuch of the kinds of comments he's getting from
commands tend to be rather naive in ny view And | think that
there may be an issue here of education as well.

| know that this has been well sold within the
Medi cal Department, but | haven't seen good evidence that field
commanders have been really nmade aware of the relevance of this
situation. That would be one suggestion on ny part, is that
there may be sone nore that can be done in that regard based upon
the comments that |'ve heard.

And, of course, the other thing that strikes ne is
the idea of having very hard, fixed requirenents for this
vacci ne. | know there are certain practical considerations, but
gi ven what we have now, which is essentially nothing, even if you
get a vaccine that's 60-percent efficacious, if it's also safe
and can be used, it's 60 percent better than what we have right
now, so |'mnot sure that should be excl uded.

The other difficulty in setting those very hard
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obj ectives or guidelines is that you run the danger -- and |'ve
seen this happen in nany research prograns -- of losing the
program all together if you make your objectives too high. I
mean, not just the particular drug you're working on, the
particul ar object you're working on, but |ose the whole program
and thrust. So, | think that's another consideration in this
pr ogram

DR LaFORCE: Thank you. Robert?

DR SHOPE: | very much believe that this is a
mlitary problem which would answer Gen. Parker's question. I
guess | wouldn't have selected adenovirus as the uninportant
conparison to nmeke because it's also, | think, a very inportant
problem for the mlitary, not because it kills people but because
it disables people.

' m concerned about the slide that has the program
obj ective on it. As the program objective, it says "Develop a
field and FDA-approved stable vaccine to prevent illness". I
think that what they are outlining to us is a vaccine to prevent
infection, not a vaccine to prevent illness, and that there's
basi c inconsistency, and | think it's okay for the mlitary to be
trying to develop a vaccine to prevent infection. In fact, as
someone has just pointed out, that's one thing that the mlitary
can do that some of the NIH prograns are not particularly ainmed
at .

So, | would give this a vote of confidence, but
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nake sure that we understand what it is that the mlitary is
trying to devel op.

DR LaFORCE: Thank you. Rosie?

DR SOKAS: I would also give this a vote of
confidence. | think it is as inportant as preventing heat stroke
among new recruits. | nean, | think there are things that don't
kill people in great nunbers, but that are neverthel ess inportant

for mlitary readiness.

| also am very persuaded by the argunent that if
the south of Africa destabilizes and if the newly enmerging states
in the fornmer Soviet Union destabilize, that that's going to have
inmplications down the road for deploynent that are really going
to be difficult, and that for all of those reasons this is an
appropriate mlitary issue.

| also have to say that it kind of appeals to ne
the fact that there's a David and a Goliath, and here is NH
getting lots of noney and here is the nilitary coning up with an
effective vaccine way in advance, it looks like. This may speak
agai nst nmy next question, which is, has the mlitary tried to get
any noney from NIH through a Menorandum of Understanding or -- on
the one hand, | think conpetition is a good thing and we saw t hat
on the human genome project. On the other hand, if they have too
much nmoney and they don't quite know what to do with it, this
seens like it mght be an appropriate place to use it. | don't

know if that's been considered or discussed, or if that's just
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conpletely off the wall.

DR LaFORCE: Philip?

DR LANDRI GAN: I think any fatal infection that
i nvol ved 323 people last year is sonething that has to be taken
seriously. Even if | accept the data that only 10 percent got it
overseas and even if maybe all 323 got it doing stuff they
shoul dn't have been doing, the fact is that 323 nenbers of our
mlitary were infected with a disease which is ultimtely going
to prove fatal. | think that that's an issue that the mlitary
has to take very seriously. That's for the present.

| think for the future, | think the geopolitical
argunent is an interesting one that the General brought up and
that Rosie just reiterated, but | think there's another future to
mention, and this is something that |I'm fairly keenly aware of
because I'm still in the Navy Reserves and |I'm assigned to a
Fleet Hospital, and a Fleet Hospital is a deployable tent
hospital, and increasingly it seens to be that our mission is not
to go places to fight wars, although those will certainly happen,
but equally as much to go places to do various kinds of m ssions
other than war, where we're rendering various kinds of
peacekeepi ng assi st ance or provi di ng care to civilian
popul ations, and it seenms to me that as units like nmne run the
risk of getting deployed to places |ike sub-Saharan Africa or
Sout heast Asia, where there's a 20-30 percent preval ence of HV

infection among sonme of the patient populations they' Il be
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treating, | would feel nuch nore conforted as a senior physician
of a Fleet Hospital, if | knew ny people were protected agai nst
this highly prevalent infection. Just as | would take nalaria
prophylaxis going into a malaria zone, it would be awfully nice
to be able to take prophylaxis against HV before going into a

zone that was a hot zone for HV. And | don't know if that point

has been brought out before. | think Dr. MNeil nade the point
about heavy -- what did you call it, a "heavy blood zone", Iike
the -- you used sone termof art which resonated with ne.

COL. McNEIL: Casualties in high preval ence areas.

DR LANDRI GAN: Lots of blood, yeah. So that
struck nme. | also share the view that a couple of people have
expressed, that | don't think the bar should be set too high. |
think that if the bar is set unrealistically high and the program
fails to meet those goals, that could be the kiss of death for
the program | think that a sinmple goal of reducing viral |oad
is probably the nost inportant, and whether it's one shot or
three or four, whether the shelf Ilife is six nonths or five
years, those are secondary considerations. The inportant thing,
inm view, is to reduce the infection. And I'lIl stop there.

DR LaFORCE My comments mrror pretty mich what
sone of you have already said. In terns of the first -- or the
response to the question that had to do in terms of the USAWDA
performance requirenents, | would favor naking a specific

recommendation that for USAMVDA performance requirenents, the
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i ssue of preventing virus transmssion is acceptable. Ability to
di stinguish between infection and receipt of vaccine would be
anot her central criterion. The rest of themare out.

COL. McNEl L: Do you nean prevention of infection
versus prevention of transm ssion because prevention of
transm ssion will be inpossible to prove.

DR LaFCRCE: However.

COL. MNEIL: Vell, there's a huge difference
between preventing infection and denonstrating prevention of
transm ssi on.

DR LaFORCE: kay. Wiat you're talking about in
terns of that particular distinction is this is a difficulty in
terns of a research study, is that not correct?

COL. McNElL: | think the prinary objective of
showi ng that an individual is protected and they have sterilized
imunity that they don't get infected, we can denonstrate that.
But once imunized, if they become infected, denonstrating that
they are not capabl e of secondary transm ssion --

DR LaFORCE: Ch, | understand.

CO.. MNEIL: -- is sonething that cannot be done
in a Phase |11l study.
DR LaFORCE I would defer to the snart

virol ogi st s.
DR SHOPE: You neant to prevent infection.

DR LaFORCE: That's correct.
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(Si mul t aneous di scussion.)

COL. MNEIL: It's witten nowto prevent illness.

DR LaFORCE: I think what you want to prevent is
H V infection. How that gets prevented, whether it's cytotoxic
T-cells or whether it's antibodies that's taking care of it, |
mean - -

DR HERBOLD: But that's Dr. Shope's point, and
that's not what they said.

CO.. D N EGA: That really doesn't matter because
what matters is the ORD. The ORD is the issue here. W have two
processes that are banging heads wth each other -- FDA
requirenents and the scientific requirenents versus the
requi rements of an ORD which is part of the bureaucratic process
for taking user requirements and nake them into a device and
putting themout in the field. That's a bureaucratic requirenent,
and it's banging heads with the scientific know edge and
requi rements.  You know, John outlined it very clearly on there
as along with the creative partners, what their objectives were
in the vaccine. They are very different from what the
requi rements in the ORD woul d be.

COL. BRADSHAW | have to conment. As one of the

people that Dr. Scott had to deal with, | think, in comrenting on

the ORD, | would have to confess maybe sonme relative naivete in
terns of crafting an ORD for new vacci ne devel opnent. On the
other hand, if you ask nme what | want and need in a vaccine, |I'm
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speaking fromthe perspective of kind of the anthrax wars in the
| ast several years, and when you | ook at a 6-shot vacci ne reginen
that gives people a whole heck of a lot of opportunity to
tenmporal ly associate an adverse event or outcome with a shot, and
it's a vaccine that they're not sure they really need, to ne, a
ot of people in the nmilitary are going to think, "I'mnot sure
really need the H'V vaccine, why are they giving ne four or five
nore shots?"

And so when | responded -- and | think back of the
acceptance we had with the hepatitis-A vacci ne which was a 2-shot
regi nen, and conpared that to what we had when we tried to roll
out anthrax vaccine, to ne the idea was tw shots. Now, it's
probably too much to ask for to have a Yell ow Fever vaccine as
one shot and then to get it ten years later, and naybe what [|'m
asking for is the mddle ground here, is to get sonething that's
kind of realistic, but we have to do the risk conmunication for
these things, and it's getting harder and harder to get people to
accept new vaccines, especially if we make them nandatory for the
entire force, as part of readiness, and we're not doing it risk-
based. And so that's the perspective that |, as at |east one
comrentator on this ORD, was conming from when | suggested that
maybe we should have the efficacy up towards 80-90 percent. I
nean, we had a hard time selling anthrax vaccine with an efficacy
of 92 to 95 percent.

And so those are the perspectives that | was
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coming from at l|least, as one of the commentators that was having
to deal with it. And it was not intended to be a poison pill to
shoot down the program That certainly was not ny intent.

DR LaFORCE: Yes?

CO.. McNElL: First, to address what Col. D niega
said about looking at the ORD itself. It says efficacy, and
we're debating here about what we nean by efficacy, prevention of
infection or prevention of disease. So | think it is inportant
that we're clear about what we nean by efficacy because the ORD
just says efficacy, it doesn't say what it means by that.

The USAMMDA slide does say disease or studies
designed to |l ook at prevention of infection, and so | think I can
nake sure that USAMVDA is concordant with us on stating that it's
infection as the prinmary neasure.

The other thing | think that would be hel pful is
for these performance requirenents, it's fine to have themlisted
with thresholds and objectives, but when you nake them key
performance paraneters, then | think that's where we have a
little bit of problem You' re making it nuch nmore difficult then
to have sone leeway with a vaccine that naybe doesn't strictly
neet your thresholds, and we're going to have a really hard tine
buying it. The rest of the world is going to use it if it is 60-
70 percent efficacious against infection, that's going to be a
grand sl am honer un.

COL. BRADSHAW |'mokay with flexibility.
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DR LaFORCE: | agree with you completely, if the
studi es are done in such a way that a single dose or two doses, |
don't think anybody woul d disagree with you at all

The only point | was trying to make is this issue
of key paraneters. | think the paraneters, as outlined, that's
all fine, but to me the issue is what are you going to put as a
key paraneter because a key paraneter, to me, is a deal -breaker.

That's the one if you can't neet, it's a deal-breaker. And for
ne, there are only two deal -breakers, and that's the issue of
infection and, secondly, the issue of you ve got to be able to
distinguish if there's an immune response in an individual from
vacci ne, you've got to have an absolutely solid way of saying is
this vaccine-induced or is this infection. I think that's an
ethical obligation to the individual that you're immrunizing.

So, for ne, the list of performance requirenents
that are here could be longer, could be shorter, |I'm not snart
enough to be able to say which it is, and | think individuals are
going to argue about whether -- is 3-dose too much, 2-dose too
much, or whatever -- but to ne, the discussions that | think the
Board has to have are what are the deal -breakers because if the
deal -breakers are real deal-breakers, then that's the end. It's
fi ni shed.

DR MOORE: The comment you just made about
di stingui shing between infection and vaccine used a lot of tine

in our early discussions about whether we would pursue this
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vaccine initiative, and it had to do, anmobng other things, wth
the selection of a test population, individuals that were
invol ved in risky behaviors that mght confuse the issue of how
we would interpret whether or not this was a natural infection or
vacci ne-i nduced immunity. So, that's a key issue that has to be
addressed, and John and the group have thought about that.

COL. ENGLER | just wanted to nake two conments.
Ohe is, serving on the Future Vaccine Subcommittee of the
Nat i onal Vaccine Advisory Committee, the concern about
devel opment of vaccines for which there is not an inmrediate math
of profit notivation and how to subsidize this is a national
concern. So, | would say that this program you know, is a vita
tenplate exanple of a partnering between industry and spreading
out the risk cost, particularly of the clinical trials, and in
that regard there's a lot of concern that we don't have enough
exanples like this so that there will be a | ot of orphan vaccines
and potential technology, and without the Bill Gates Foundation
i nfusing nmoney into TB vaccine, the conment was nade, you know
we' d never see one, but we can't depend that there's al ways going
to be a Bill Gates Foundation. So, in that regard, | would say
that this is a program that deserves unani nmous support. But |
woul d just bet you, echoing Col. Bradshaw, that whatever the AFEB
recommendation is, that you segregate out the value of the
vacci ne devel opnent and, yes, it has nilitary relevance, |like

it's good to have a Lime vaccine, but this Board decided not to
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nmake it a hundred percent required vacci ne because bal ancing the

cost inplenentation and the commanders, when they screanmed "we
can't do it", it's not an education problem it's that -- you
know, we conservatively estimated that one shot to 2.1 mllion
peopl e costs at least $52 nillion to deliver, and probably a
helluva lot nore, and that the acceptability -- we're having
ethnic paranoia about anthrax, and there is a great belief,
particularly in the Mislim comunity, that vaccines spreads Al DS
so that if we have a problem now with people opting out of the
mlitary because of the anthrax vaccine requirenent, | would just
beg you, beg you, beg you, that whatever vaccine devel ops, that
you phase in initially in a very selective and potentially
voluntary way because you're going to break the back of the
system It just can't sustain it and support it, and the
education conplexities -- the NH discussion on public paranoia
about any DNA-based vacci nes, about, you know, concern of future
cancer risks, et cetera, et cetera, we desperately need an HV
vaccine, but I'mtelling you, in the American public, to phase it
in is going to be a very, very challenging and -- it just won't

work. So, if you could separate out "yes, it's inportant", it's
mlitarily relevant, world-stabilizing, saving continents, and
the option that it's available is very inportant for our overal

national defense and protection of people, but don't nake the

statement now and conmt yourself to sonething because you'l

rile the opposition by saying any inplication that you' re saying
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it's going to be a total force insertion required vaccine.

DR LaFORCE: W sonetines end up in the curious
position of recomending that we develop a fully effective
vaccine to be used in everyone el se except the mlitary. David?

DR ATKI NS: I think one of the things that's
confusing to ne is that this is sort of at the intersection of
research and procurement. So, clearly, what we would support as
going ahead as an inportant step onto getting what we m ght
ultimately want is being phrased in the ORD as kind of defining
what we need, and | assunme it's tied to the process. So | think
it's perfectly reasonable to say that what we would like as a
vaccine that we could actually wusefully inplenment would be
sonething that would have the kind of characteristics Dr.
Bradshaw tal ked about. And | don't know if starting a Phase 11
trial requires that you have sonething that neets all those
requi renents before it can go into Phase IlIl -- | nean, it would
seem that the way vaccine is developed is you find out what works
and then you nmake it nore feasible and nore effective. So, if
there's a way to sort of enphasize that fact and, clearly, it's
the key perfornmance paraneters that really becone binding on what
can go forward to a Phase Il trial. I mean, I'm certainly in
agreement with what everyone el se said, that we should be setting
the bar that high. At the sanme time, |'m confortable with
supporting the fact that these issues of feasibility need to be

taken into account in ternms of what we ultimately want.
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DR LaFORCE: Ken?

CAPT. SCHOR I would just like to say nust the
ORD be witten with the target population only the active duty?
If you wite the ORD as if only the mlitary is going to get this
vaccine, which is the undercutting current here, you get a |ot of
very interesting biases in the ORD. But if we are witing the
ORD to develop a vaccine for humanity, it night say very
different things. And | think that's biasing the process

trenmendously, and risking the devel opnent of an inportant vaccine

that has global inplications, |let alone national security
implications, and | would ask that perhaps it would be
appropriate for the Board to say -- you know, the target

popul ation is not just the mlitary and that it's nore inportant
to enphasize what would be general scientific operating
characteristics of the vaccine than acquisition characteristics.
It can be sold in an acquisition and econom c nodel .

DR LaFORCE: May | just ask the question as to
whet her that would be acceptable? | don't think that would be
acceptabl e because they would sort of look at that and say
"stop".

Lt COL. SCOrT: But if it was outside the Arny
acqui sition system no problem But having been stuck into the
Arny acqui sition system --

CO.. BRADSHAW Although | would say if you're

| ooking at optinum vaccine characteristics, even there, when
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we're thinking about the ultinmate population -- say, the African
subcontinent, or continent rather -- that a 2-shot reginen is
certainly going to be a lot easier to operationalize in that
setting than a 4-shot reginmen

DR LaFORCE: No question, except that -- and |
spent a fair anmount of ny tinme working there, and the anount of
horror that is there right now is such that if there were six
doses, that you wouldn't have any trouble getting rid of your
vaccine, | can tell you that right now Ben?

COL. DI N EGA Just a little historical rem nder
that there have been large Phase IIl trials that have been
undertaken for potential vaccines in the mlitary that have not
gone through, they failed, one of them being a huge effort for
Mnengi-B, and it didn't neet one of the key paraneters, l|ike you
said. And so the decision at the M| estone Decision Review was
to termnate. The Korean Henorrhagic Fever vaccine that they
were working on was also termnated because it didn't neet a key
paraneter. So the enphasis on the key paraneters, |ike you said,
is very critical

The other thing is, the way this is going as far
as the process for this vaccine sort of takes it out of the norm
for funding in nmore than just a congressional interest and
congressional ly-directed dollars and suppl enents. Usual |y there
is a big fight for advanced devel opnent dollars, and it sounds as

if this comes with alnost a guaranteed advanced devel opnent
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funding, whether it be fromthe mlitary or with a partner. So,
it isalittle bit different.

Usual Iy, at the advanced devel opnent stage, there
is some conmtment to start putting noney aside in future budgets

for acquisition, and |I'msure this would not happen, Brian, until

the results of the Phase 111 is known. There's no real
commtment other than the funding for Phase IIl trials at this
poi nt . There's no conmtnent beyond that until they see the

results of the Phase I11.

There is a risk -- there is a risk, and it's been
seen already for second generation vaccine devel opment in that
originally anthrax has a licensed vaccine and, as such, it was
taken out of the research program because it's already a |icensed
vaccine that's available against a BWagent, and it was not part
of the JVAC program But because of the interest in a new
generation vaccine that would be easier to admnister with |ess
side effects, it's come back into the research. G herwise, it
woul d not have been funded into the research arena. Once there
is a licensed product, they nove on to the next, so there's a
little bit of a risk there. But | agree that this is a first
generation vaccine, and we have been wusing our prevention
nmet hods, behavi oral nmethodol ogy, and our screen nethodology is
the only way to prevent disease in the mlitary. And | think, if
| renenber correctly, until the md '80s it was only because we

didn't have any ot her chenoprophyl axis or vaccines in place.
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DR SHANAHAN: I really have two comments which
are nore cautions. One is, | feel pretty strongly that whatever
we end up doing, that at least we don't support putting third
generation requirements on a first generation vaccine, and |I'm
not exactly sure how we'll cone down on these particular issues
but | don't think this Board should be establishing those kinds
of requirements

The second thing I'd like to nake is really to
support Col. Engler's coments, and that is although | believe
that there is a mlitary relevance to the vaccine, | have a
strong caution, at least in nmy own nind, about getting into a
situation like the Mnhattan Project where you have a lot of
scientists who are participating in building this object just as
a scientific project without really any |ong-term thought about
how it was going to be applied, and many people afterwards had
certain regrets about that quite fanously and obvi ously.

| think we run the same risk with these kinds of
vaccines as well. |'mnot saying that we shouldn't approach it
but I think we should take a long-termview, as | think Dr. More
has al so brought up, of the ethics of the situation and how it is
going to be applied. Wthin the nminds of people in the United
States, this is not like preventing the flu, and we've got to
consi der those issues and about how this vaccine is going to be
applied, whether it's nandatory for all or how it's going to be

used.
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['m not sure we have to give specific
recommendations in that particular area, but | think we should at
| east anongst oursel ves have addressed those issues.

DR LaFORCE: Let me go back to the issue of the
mlitary relevance as far as the vaccine is concerned. This was
just ny first point. The second one had to do with the mlitary
rel evance, and | think your point is absolutely correct, Philip
and Dennis, that the Ilikelihood that there's going to be
depl oynents that are going to be in Africa over the next ten
years is virtually 100 percent, | would predict.

| would also predict that it would be inprudent
not to prepare for that. So that neans there are going to be X
nunber of deployed American forces that are going to be in very
high end domicity rates of HV infection, with all the other
attendant problens that are there, that are part of that
depl oynent exerci se.

So, therefore, | think it's probably going to be
mandatory, if there is an effective vaccine, to ensure that these
troops that are deployed in these areas are at |east protected.
That's in contradistinction to saying "I know that every single
mlitary person will have to have this particular vaccine". I
don't know what the answer to that is going to be. That's going
to get deliberated and argued and decisions are going to be made.

But | think any reasonable person would say that a part of a

depl oynment preventive nedicine issue is very likely to be
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addressing or naking sure that those troops are i muni zed agai nst
H V.

So, | would say just in that paranmeter, just
following that particul ar paraneter, there's an absolute
indication in terms of mlitary relevance for this particular
antigen, even if you sort of conpletely ignore the notion that
sone peopl e have argued that it really is going to be a universal
vaccine for all adol escents. So, | would argue those particul ar
lines, which | actually feel pretty confortable in terns of that.
Now, with that --

DR LANDRIGAN: It has the advantage of focus.

DR LaFORCE Ch, vyes, it has the advantage of
focus. The other thing, it has the advantage of the dinton
Executive Oder, which | think was very, very specific about
ensuring that if American mlitary are going to go into harms
way, there was a fundanental obligation to ensuring that they
were as protected as you possibly could nake them agai nst events
that were going to occur during the course of that deploynent,
and that would be, at least as far as |I'm concerned, HYV
i nfection.

So, with that paranmeter in mind, the issue of --
and also with one other parameter which hasn't been, | don't
t hi nk, enphasi zed enough, although Ben nmentioned it before -- was
the track record of the US. nilitary in terns of vaccine

devel opment -- you know, hepatitis-A -- Ben nentioned hepatitis-
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B, hepatitis-A -- all of the other -- you know, the Japanese
encephalitis random zed control trials that Charlie Hoch did in
Thailand -- | mean, there's a whole litany of absolutely superb
work that has fundanmentally changed public health parameters
gl obal ly.

So, | think that when we talk about this -- you
know, Walter Reed or whonever in the mlitary, or whether it's
NAMRIID -- you really start with a certain level of excellence
that's a little bit different than sone sort of cottage industry.
This has been a central conponent of a lot of mlitary nedical
research.

And having said that -- and we were talking at
dinner last night a Ilittle bit about this -- is that the
mlitary, particularly Walter Reed, started off way ahead of
everybody in terns of this issue, in ternms of HV infection. 1'm
not a good enough retrovirologist to say are they still out in
front, are they behind, or is sonebody tied with them | just
don't know. And | think that is begging the question, the main
thing is, the research activities appear to be absolutely
perfectly reasonable. They have a study site in Thailand that is
likely to be a study site that is going to be a reasonabl e study
site in terns of being able to at |east answer one of the
cardinal characteristics of "is this going to work or not". So,
| find actually a lot of arguments both in terns of nilitary

necessity and also a certain track record wthin the
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establishnent that leans ne quite easily towards supporting this
particular initiative, not as a global recomendation for it, but
because | think that's going to cone nuch, mnuch |ater, Dana. I
think that's going to cone nuch | ater
DR ALEXANDER. The reason | |ike your approach is
it's appealing on the political level, it's nuch nore pal atable.
It diffuses the arguments that come in about the behavior of
soldiers and what they should and should not be doing. You're
not getting into that with your approach, you are bypassing it
entirely, and | think that legitimzes the decision in a way that
the other argunents we've made really didn't. Mich nore
appeal i ng.

DR LaFORCE: Bill.

DR BERG | agree that this is a vaccine that's
important to the mlitary, but | think we also need to keep in
focus in terns of inportance to what mlitary. |If we're sending

troops into Africa, obviously the nedical personnel are at high
ri sk because they're going to be dealing with the refugees and
ot her peopl e there.

Infantry troops, Marine troops, they nmay be at
sone risk. They may be carrying in someone who has been shot up,
sonething like this. What's the risk of a tank driver? Wiat's
the risk of a helicopter pilot?

DR LaFORCE: Depends on what he does on Saturday

nights. You know, again, it's not the risk -- it's all the risk
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Bill.

DR BERG | wunderstand that, but the risk is with
depl oynment overseas, it goes down in conbat. And the risk was
very low in Saudi Arabia because of very strict rules about
fraternization.

DR LaFORCE: | think, fromny experience in Saudi
Arabia, nmy experience in South Africa, those are two totally
different environments in terns of the issue of fraternization.

DR ATKI NS: Wiat is the mlitary policy about
hepatitis-B i muni zation in depl oyed troops?

DR LaFORCE: It's a universal antigen, is it not?

(Si mul t aneous di scussion.)

CO.. DI N EGA: It's required for all health care
wor kers, that's the policy.

DR ATKINS: How about for depl oyed --

CO.. DI N EGA And to certain high-risk areas
because it's required for the Arny to Korea, and the Navy nmay
have some ot her requirenents.

CAPT. SCHOR W have not won funding -- despite
our best efforts, we have not won funding for Far East depl oyers
in the Marine Corps.

DR LaFORCE: To get hepatitis-B?

CAPT. SCHOR  Yet.

CO.. DN EGA: But the Navy would like to go to

anybody depl oyed to the Far East.
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DR LaFORCE: Because that would be utterly
consistent with what we're talking about. | nean, those are
preval ence rates or carrier rates of 4 to 10 percent.

DR PATRICK: Marc, can | say | think you' ve done
an excellent job focusing the issue and bringing it down in what
| woul d consider dividing the issue because | think | was sort of
lumping the issue in ny nmnd, and | think you've really

crystallized it in ny mnd

But I would offer anot her potenti al key
per formance paraneter to have us thinking about -- and it may not
be in this venue -- but what |I'm hearing are issues that relate

to acceptability of these vaccines to users, and it's both the
depl oyers, the clinicians who have to put theminto place or the
systens that have to put theminto place, and it's the docs, the
nurses, the other people that are doing that, and then the
endusers.

And | would submit that there's a legitimate |ine
of research here that needs to be funded, just like this kind of
research. | mean, it's not enough to devel op a vacci ne, we need
to be looking at how can we nove and change systens, and how can
we nmaeke these things acceptable. How do we basically make these
whol e or demand ki nds of issues rather than push kinds of issues.

And just as snoking a long tine ago was considered a fact of
life and we never thought that there were behavioral issues that

coul d be focused upon for research, | would think that this is a
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legitimate line of resear ch, and |'m not sure whose
responsibility it is to fund that, but certainly |'m hearing
there's push-back within these systems, and so sone nmeasurable
percentage of the research effort should be how to change these
into nake these vacci nes accept abl e.

CO.. ENGLER | just want to nake a conment that
one of the focuses of the VHC collaboration is to do -- to be a
platform on which to further explore the issue of attitudes and
beliefs and what are effective ways to reach people where they

l[ive in credible ways, and also in the context of ethnicity, and

we are at the starting gate. W are, you know, pre-Phase |I. And
there has not been -- several years ago when | first started
conming to this thing, | said, you know, there's been so little

resourcing on the clinical delivery side and quality inprovenent,
and | said you can have warehouses full of wonderful vaccines,
but the anthrax |lesson alone, and also -- not just anthrax, but
CDC is reeling with the vacci ne NOFORC. It's a powerful wind,
it's growing, it's ever nore organized, and just saying here's
the data, it's safe and effective, hasn't worked and wll not
wor k.

DR PATRICK: Absolutely, and this is very simlar
to what was faced in the clinical community and noved us from
conpliance to adherence, which is really nmore that partnership
sort of thing. | nmean, it's very nuch part of the same thing

and, again, | think takes measurable effort to nove down this

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

249

road. Hopefully we will nake sone progress.

DR LaFORCE: Rick.

LtCOL. RIDDLE: Actually, if you will look in your
materials at Tab 7, we have sone sanple ORDs in there. One of
the key performance paraneters for the next generation anthrax

vaccine is the system education materials, which includes risk

comuni cation, |eadership, public -- those kinds of things. So,
those work risks are in this ORD | didn't see themin the HV
ORD.

Lt COL. SCOIT: They are in there.

CO.. D N EGA: There was a commitment from the
AWED Center and School a year and a half ago, that they would
add the systens training and education plans in all of the
medi cal acqui sitions prograrns.

DR LaFORCE I would say along those lines,
though, the news isn't all bad. Those of us who are old enough
to renenber what coverage was like with influenza vaccine for
over-65s back about 15 to 20 years ago when we had a national
average that was somewhere around 28 percent or 30 percent. I
nean, that nunber has now gotten to -- what is it, Dave -- it's
above 60 percent now? W're above 60 percent. That's been a
see-change that has occurred as a result of education, as a
result of -- 1 don't know -- pronotion. The CDC has gotten
behind it, the ACP. So, it's not all bad news. W can nake

progress, and | think there's been a lot of progress that's been
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made with influenza and pneunococcal vaccines, just as exanpl es.

This is a great discussion, keep going.

L. W THERS: I want to make several snall

poi nts. | think the Board should not forget to focus on

guestions. Discussion is great, but don't forget to focus on

t he

t he

questions. The General and the Admral are correct, you should

decide in your mnds whether it's mlitarily relevant or not.

feel it's in the mddl e sonewhere between M5 and malaria. That's

ny answer. But, you know, like Dr. Sokas pointed out, we worry

about heat injury and, sure, that's a combat detractor, but

it's

mainly a training detractor. So, yes, we should worry about this

as nuch as we worry about heat injury or notor vehicle accidents

in the US. And the question should be answered specifically

and, of course, the Board can add phil osophy as you Iike.

DR LaFORCE: No, no, no. I think the part

of

honing down to an answer, though, is really sort of letting it

float out a little bit and then seeing -- tonight we're going to

think about it and see if we can hone down --

Ca.. W THERS: I'"'m not being critical, Dr.
LaFor ce.

DR LaFORCE: No, no.

CO.. WTHERS: And another thing is, it really is
a political -- and | asked ny question earlier when Gen. Parker

was here because | wanted you all to know that it's sort of a
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mnefield of an area, and the Board is, for sone reason |'m not
fully amare -- |I'm not certain in ny nind | know yet why this
issue is being resolved this way and no other ORD has ever been
resolved this way before. | haven't had that answered yet, to ny
satisfaction. |'ll just go with that answer, | guess.

DR LaFORCE It doesn't have anything to do with
the innate brilliance of the Board?

CO.. WTHERS: | don't think so.

(Laughter.)

DR LaFORCE: |'monly kidding.

COL. W THERS: You know, Gen. Parker's answer was

because it's -- because the mlitary relevance has been
qguestioned, that's his answer. | think another answer is the
noney came W thout being requested. I think the cart was put
before the horse, from the mlitary's viewoint. That's ny
answer, but it may not be the right one. My conclusion is

because the cart was put before the horse and said "here, run
withit".

DR MOORE: Can | comment on that, MNarc?

DR LaFORCE: Yes, of course.

DR MXORE: You may recall, Ben, that Ted Stevens
was the fellow who appropriated or got his committee to
appropriate the $50 nillion that cane to MRVMD in the first place,
for HV research because nobody in the Arny wanted to touch it.

COL. W THERS: It was not requested, am | right,
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DR MXORE: No, no. Ted Stevens cane up with that

on his own.

DR SHOPE: Just one perhaps minor conmmrent.
suggested two key paraneters, performance paraneters.
wondering whether you would also include a third one,
approval by U S. FDA because | think | woul d.

CO.. DNEGA: It's a given.

You

I'm

t he

DR LaFORCE: What was the problem with approval

by FDA? There is no problem right?
CO.. DI NI EGA There shouldn't be because if

not approved, it can only be given under an | ND.

it's

DR SHOPE: If it's not approved, it will probably

be because it's not safe. W wouldn't want it to be used if

not safe.

it's

CO.. DONNEGA: No, that's not true. W have nany

I ND vacci nes that are not approved because no commercial maker or

manufacturer will take it to licensure because they won't

noney. They are orphan drugs.

nmake

DR LaFORCE: But they've been tested, they are

safe, and as far as we can tell they are effective, right?

CO.. DI N EGA Ri ght. And they are used in the

speci al i mmnization program here, and also to protect |aboratory

wor ker s.

DR SHOPE: Can't the mlitary take it to
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How di d the Japanese encephal itis vacci ne get taken?

CO.. DINIEGA: Sorebody in MRMC correct me because
I've been in and out from the MRMC, but Becon -- | think there
was an agreenent with Becon that they woul d seek licensure in the
United States. If I'"'m not mstaken, the FDA goes over there to
i nspect their plant, and they fall under the guidelines -- and
there has to be nore data, and that's why we did nore trials in
the US. Arny and civilian --

DR LaFORCE: Yes, because the approval was on the
basis of Col. Hoch's study, right?

Ca.. WTHERS: Right, we were interested because
of our operational needs, so it was a three-way deal that we
woul d do this testing.

CO.. DI N EGA: And there was an indemity clause
that was also part of the deal. But it is licensed for use.

DR LaFORCE: Oher questions? Yes, Bill?

DR BERG W seemto have identified two true --
what's the jargon here -- key performance paraneters,
di stingui shing between infection and vacci nee and then preventing
virus transmission, and when we say that we really nean
preventing infection, correct?

DR LaFORCE: That's correct.

DR BERG One hundred percent? N nety percent?
Because the phrase that's used in the ORD is "efficacy" and the

second key performance is "threshold 90, objective 95", and so
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on. So, are we just going to |leave that open, or are we going to
set a lower threshold, or are we just going to think about that
over dinner?

DR LaFORCE: I's anybody a |awyer? This is a
great question for barristers, they can just sort of wordsmth
the words so that --

DR BERG M/ concern is if we say "combat and
prevent infection”, sonmebody is going to go back and |ook and
say, "Let's see, what level -- oh, hey, we've got a threshold
parameter here", and we'll be stuck with sonmething we said we
didn't want.

DR LaFORCE Vell, what happens is it's the
difference about key versus nonkey, and if the issue is
preventing infection, that's fine, that's a key paraneter because
that then becomes the gold standard by which you measure whet her
this is going to be effective or not.

I f you have as nonkey performance requirenents, an
efficacy level of let's say 80 percent, it means that if it comes
in at 75 percent or, as sonebody said, 78 percent, you're likely
to say that's okay, as long as it's not a key performance
requirement. | think it's probably a mstake, as | think nost of
us think, to put a key performance requirement at 90 percent so
that if something cones in at 85 you're to wash this? That's
absurd.

DR BERG So what we're saying is any degree of
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prevention is going to be accepted.

DR LaFORCE: R ght, except that sonebody is going
to have to then sit down -- let's say it's 40 percent effective,
which is -- | mean, that's not so outlandish to think.

Lt COL. SCOIT: The study is not powered to detect
that. It's powered to detect --

DR LaFORCE: Fifty percent, okay. Thank you.

Lt COL. SCOIT: The conbat devel oper has already
unnom nated that nuneric requirenent as key, just so you know.
W are no longer pursuing a key performance parameter with a

nunber 90 percent on it.

DR LaFORCE Thank you. You answered that
questi on.

DR SHANAHAN: But as far as our opinion goes, |
think -- if it's not key, then there shouldn't be any reason of

nmaking the statenment at all because it is what it is. And it
basi cal |y become a notherhood statenent. Yeah, you want it to be
as high as it can be, but if it's not an enforceable nunber, |I'm
not sure we should even recomrend any nunber other than --

Lt COL. SCOIT: They're all enforceable. They're
all enforceable, sir, but some are subject to what's officially
called the "trade space" in the DoD directive, wthout having a
level of oversight and review of the entire requirenent. So,
once you've gone past the level of oversight and sonething is

desi gnated key, there's a great burden of bureaucracy if you w sh
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to redo it. There's a lesser burden if the conbat devel oper and
nmateri el developer, the logistician, policy and science want to
work it out beneath that.

DR SHANAHAN: And this is precisely why maybe we
shoul d avoid putting any particular nunber on it.

DR PATRICK: And you're only required to have one
key perfornmance paraneter in an ORD?

Lt COL. SCOIT: There nust be a key performance
paraneter, that's correct.

DR LaFORCE: Di stinguishing infection versus
vacci nati on.

COL. DINIEGA: FDA approval .

DR LaFORCE: Onh, all right.

DR ATKI NS: But is there a problem with putting
the statement it should be effective without attaching a nunber
toit? | mean, inplicitly we would be setting the threshold that
the study is powered for.

DR LaFORCE: Fifty percent. So, you're going to
m ss anything | ess than 50 percent.

DR SHANAHAN.  And whether you use it or not then
becones an issue of efficacy balanced with econom cs and other
i ssues.

DR LaFORCE Bal anced with how nany doses that
has to be given.

DR SHANAHAN: Ri ght. | nean, there's a whole
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logistics nightnare in terns of doing a vaccine, and if it's only
40 percent effective, you then have a real issue, but |I'm not
sure it's our issue. See what |'m saying? [|I'mtrying to get
away fromus trying to dictate specific requirenents in terns of
how the Arny utilizes this thing rather than just -- basically
what they are looking for is our support, which | think the
consensus is we generally can support it, but let's not hogtie
anybody.

CO.. D N EGA: | agree. If you don't have to be
specific, don't be specific because you're going to tie sonebody
to a nunber or a figure or something.

DR SHANAHAN: And | think there really -- in ny
experience in MRMC and then research in general is that if you
have a failure, you really run a very severe risk of losing the
program all together. I nean, | don't think HV is necessarily
going to go away conpletely, but it is a risk, you know, of
saying that, well, if you can't do it, we're going to give it to
sonebody else, or just you get discouraged and go away or Yyou
can't get the funding stream

DR ALEXANDER: At a mninum it requires danage
control to maintain the steady-state, so if you can avoid that by
not putting those quantitative paraneters in there, then you're
ahead of the gane.

DR SHANAHAN: And that's why | say we've got to

avoid putting third generation requirenents on a first generation
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drug or vacci ne.

DR LaFORCE: kay. Qher coments? Yes?

Lt COL. BERTE: In terns of the key performance
paraneters, another scenario to think of -- and, Brian, correct
ne if I"'mwong here -- but you have a key perfornance paraneter,
and let's say you come up with a nunber -- and if we're talking

about percent efficacy, you say 80 percent and it cones in at 78
percent, but let's say it's conceivable that a nanufacturer mn ght

say, "This is good enough and |'m going to go off on ny own at

this point because | feel like ny risk is pretty nuch |ower, and
I'mgoing to license it and go and produce it nyself". At that
point, the mlitary could turn around and say, "Vell, we'll buy
it off the shelf when we need it". But if the key perfornmance

paraneter is in there for 80 percent, you can't even buy it off
the shelf. If you have an ORD, as | understand it, if there is
an ORD on the shelf --

Lt COL. SCOIT: You get vyourself into a |oop of
being forced to rescind an instrunent, but that's not undoabl e.

Lt COL. BERTE: Well, | just threw that out because
that coul d happen.

LtCOL. SCOTT: If you wite down a nunber and you
make it a key performance paraneter and you don't reach that
nunber, you do have a great burden to undo that cooperative
agreenent between the materiel developer, conbat devel oper,

| ogi stician.
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Lt COL. BERTE: M argunent is that you could nake
an alternative path very difficult by naking a key perfornance
paraneter one of the nurmerical things, so you'd want to keep it
fuzzy. But if you do feel -- if the ORD requires that there be
sone kind of way to measure efficacy, you're discussing possibly
goi ng away from nunbers, you nay be -- they nay want you to have
some kind of nunber in there to say, well, what do you mean, what
is efficacious? How do we know it's efficacious without a nunber
attached to it? One way to approach it mght be to just broaden
that range. You can keep your objective up high, but just |ower
your threshold to sonmething that you're confortable wth, and
then as long as it cones in in that range, whether it's -- it nmay
cone in at the threshold initiative and you can accept it, and
then as time goes on, if you give followons, they can reach up
to that objective. So you don't necessarily need to |ower your
threshold and objective, maybe if you have to have nunbers, you
just need to lower the threshold to w den the range.

DR CAMPBELL: The ORDs might be nmoot if the FDA
has their own standards for approving a drug, like if the FDA
requires it to be 80 percent effective, then it may not nmke any

di fference what your ORD is.

DR LaFORCE: But | don't think the -- the FDA
doesn't have a specific efficacy criterion. | mean, you can
license a vaccine that's 60 percent effective. In other words,

everything doesn't have to be 90 or 95 percent, although we've
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gotten use to that.

DR SHOPE: Look at Line Disease.

DR LaFORCE: Yes, look at Line D sease.

COL. McNEIL: There's a prephase that we have with
the FDA, Col. dayson tal ked about it, where we present the plan
to them In that plan they will see we have a study designed to
detect at |east 50 percent efficacy. They' ||l commrent on that.
They don't care that nmuch about efficacy, they care about safety.
They care about safety, safety, safety. And it's really up to
them just to say, okay, we believe that the trial you have
desi gned, the project you have designed is defensible, and if you

do that and then you come back to us seeking licensure, it ought

to be okay.

DR LaFCORCE: VWll, listen, it's 4:30. I''m
starting to run out of gas, | don't know about the rest of you.
Bill.

DR BERG | assume we're going to nmake a draft of

some sort of statement on this tonorrow norning?

DR LaFCRCE: Yes.

DR BERG Wuld it be appropriate to at sone
poi nt have Col. Scott look it over to nmake sure we're not giving
hi m some | anguage that gets in his way of what he wants?

DR LaFORCE: Wiat usually happens with this is --
and this you sort of have to trust ne a little bit -- is we have

sort of a general agreenent, and then we go back and forth, and
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then cobble sonething together and, as President, if | have any
qguestions about whether this is going to be any different than
what we agreed to, | send everything out to you for you to | ook
at before it goes. But if it meets what | think was the genera
consensus that we had and it's just a wordsmthing issue, we
usually -- Rick and | will take care of that.

Ca.. DI N EGA: Are you volunteering to wite the
draft, Marc? You mssed the first step where sonebody usually
volunteers to wite the draft.

DR LaFORCE W haven't gotten there yet. Al
right. Qher questions or issues? Yes, Ben?

CO.. DONNEGA:X On the issue of use, to just think
about how we used the hepatitis-B vaccine -- deploynent to high-
ri sk areas, exposure to bodily fluids, and identified individuals
with high-risk behaviors. And in the case of hepatitis-B, it's
people who cone into the clinics that usually get hepatitis-B
vacci nati ons.

DR LaFORCE: In point of fact, | think what we're
coming to is a pretty reasonably defined higher risk stratum
which really should be nuch nore palatable than an overal
recommendation, although | must adnmit | would |lean nore towards
that, but given the realities that we've all presented, | think a
ri sk approach seens sonething that seens quite reasonabl e.

Al right. Let ne work on naybe an outline or

sonething like that.
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DR HAYWOOD: Is it possible that that should be
two decisions, that is, a two-part decision about the objective
and the policy aspect and the other about the practical
application in terns of a first stage product?

DR LaFORCE: CGood point. I would think that if
everything goes well and there is a vaccine that appears -- let's
say the vaccine is 70 percent effective, that that's going to
precipitate an enornous discussion in terns of the preventive
Medicine Officers, in terns of what do you do with all this now,
and hopefully that will be an issue for discussion three years,
four years from now, at sone AFEB neeting at sonetime in the
future. That would be wonderful to contenplate that, that you
had an effective vaccine, and now you're tal king about who do we
need to sort of work with to protect -- it's alnost too good to
hope for.

DR SHANAHAN. NMarc, if | read the question right,
I think we've reached a consensus in terns of characteristics of
the vaccine, but it also asks use, which is a nuch thornier
gquestion, and I'm not sure we do have a consensus on how to
address that particul ar point.

DR LaFORCE: Let's go over the questions that are

there before we break up because there were actually a lot of

them as | recall. Let's nake sure that we're all on the sane
page. I'mat 7, Tab 7, and it looks like the first -- this is
from the Deputy Surgeon, Subject: | request -- in other words,
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the specific request is there. Wat |evel of effectiveness of an
H V vaccine is acceptable for use by -- gee whiz.

DR HERBOLD: W haven't discussed that one at
all.

DR LaFORCE That's right, we haven't discussed
that. Wat level of efficacy in protection fromH YV infection is
accept abl e?

Is a vaccine that prevents AIDS or other H V-
caused disease acceptable for use in DoD personnel, if it does
not al so prevent carriage and/or transmission of the virus? W
have di scussed that.

How would use of the vaccine and other attended
preventive neasures vary depending on the present/absence of
prevention of transm ssion?

How should DoD deal with the status of vaccinated
versus infected vis-a-vis deployability, assignnent, and other
per sonnel actions?

Ww. I'm going to have to split this up, folks.
| can't do all of this.

Is inability to discern between being vaccinated
and being infected prior to onset of clinical illness an accepted

outconme of vaccine use? W've answered that question, and the

answer to that is "no". You nust be able to distinguish.

In what subpopulations of DoD should an HYV

vacci ne be considered for use? How does this vary with the
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performance characteristics of the vaccine effectiveness,
sterilization, markers of imunity?

Who wants to volunteer for different parts of
this? (e) has already been answered. That's easy enough. ['Il
wite a sentence or two in ternms of (e).

(a) and (b) appear to be sonmewhat |inked. Do you
want me to try to sort of put something together in ternms of (a)
and (b)? Gkay. W is going to do (c)?

(No response.)

| don't hear any vol unteers.

DR HERBOLD: I think this is a question of
preventing infection versus prevention of disease. And since it
is mlitary policy to not deploy those who are infected, that
it's a treatnent decision, | would say that -- and, John, you
need to correct ne if | put the wong words in here -- that the
DoD should not have their prinary enphasis on the reduction of
the disease burden in infected mlitary personnel.

DR LaFORCE: You nean therapeutic vaccine versus
preventive vacci ne? W're not talking about therapeutic
vacci nes.

DR HERBOLD: That's what the (c) question is, so
I'd say that would be on the bottom of ny -- that should be on
the bottom of the list of things to do for the Department of
Def ense.

DR LaFORCE: Col. McNeil, is that okay?
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COL. MNElL: I don't think that's what the
guestion is saying.

DR LaFORCE: kay, help us out.

COL. McNEIL: The question is saying if you don't
prevent infection but you do prevent the occurrence of disease
events, if you slow the time to disease, or if you all together
prevent disease, is that appropriate? And the argunent is that
woul d be great, but maybe that's not really what the DoD wants in
a vaccine. For us, really, preventing infection is nore
important than preventing disease for the global population and
for public health in general. Preventing disease is wonderful,
especially because it probably cones with the inability to
transnit the virus. The reason that you don't have disease is
because the viral |oad has been regul ated by the immune response,
and there's not secondary transmission either. That's inferred,
it's not proven, but that would be an effective vaccine, but
probably should not be the focus for DoD. A vaccine that induces
sterilizing immnity is nmore of a focus for DoD.

Lt COL. SCOIT: And if you answer the first
question, that infection is the focus, not disease, then you' ve
answer ed the questi on.

DR ATKINS: It wouldn't prevent you from
including the CD foreign viral |load as secondary endpoints, it's
just you wouldn't be able to make strong case based on that.

CO.. McNEI L: It's really inportant to do that.
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As a secondary endpoint, we would not be able to use that for
i censure. FDA doesn't | ook at secondary endpoints for |icensure
but the industry would love to see that and they would pursue it
with vigor and design a trial specifically to look at viral |oad
or disease occurrence. So, it needs to be in there because our
industry partners need that to be in there.

DR LaFORCE: Bill, can you give --

DR BERG On (c)?

DR LaFORCE: Yes, if you would

DR BERG I'Ill give it a try.

DR LaFORCE: Thank you. Who wants to take (d)?
That's pretty easy, that's just two or three sentences, and we've
tal ked about that. David, do you want to try that?

DR ATKI NS: Yes. | guess the -- I'mtrying to
clarify what (d) is asking conpared to (e).

DR LaFORCE: Actually, let nme do (d) and (e)
because it's really related to (e). So, I'll do (d) and (e).

DR LANDRI GAN: It seens to ne that if you can
di scern between the two and if it's already DoD policy that the
person who acquires a wild infection doesn't go, then the answer
to (d) is obvious.

DR LaFORCE: That's why | thought that was not
going to be too difficult to wite.

Lt COL. R DDLE: That one is actually being

di scussed. | think they give sonme flexibility -- it was the Navy
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that actually brought the issue to DoD asking for waivers now for
sone individuals who are infected in critical specialty areas.
So, the current policy is being addressed right now | included
the current DoD directive in your material, and | do have the
draft available to | ook at also.

DR LaFORCE: Wo  wants to t ake (),
subpopul ati ons? W've already talked a bit about that. Wuld
you, Bob?

DR SHOPE:  Yes.

DR LaFORCE: Wll, then we've nmanaged to
distribute that.

DR SHOPE: You want ne to just wite sonething on
it?

DR LaFORCE: Yes, if you would, please

DR SHOPE: For tonorrow norni ng?

DR LaFORCE: Yes. And when | say wite, if you
could wite sonmething this evening and then get it back to ne
tomorrow nmorning -- it doesn't have to be fancy, just sort of
wite it out, and we will go over that. And we may not get all
the periods, et cetera -- and | don't want to waste any tine
wordsnmithing -- but as long as we can get the general concept,
then we'll straighten it out.

Ckay. That was very useful. Thank you, whoever
suggested going back to the actual questions thenselves. That's

Ben, that's right.
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CO.. WTHERS: Just doing ny job.

DR LaFORCE: Thank you.

CO.. W THERS: It nmakes things easier, too, when
you just go back and | ook at the questions.

DR LaFORCE: Any other questions or issues?

CO.. DNNEGA: |1'd like to sort of -- what tine is
di nner?

DR LaFORCE: Dinner? W're going to neet at 6:30
in the | obby.

Lt COL. RIDDLE: Reservations are under ny nane at

the restaurant at 7:00. Maps are in your books or on the back

table. W'Il leave fromthe hotel at 6:30.
CO.. D N EGA If you don't know where to go,
we'll caravan, and --

Lt COL. RIDDLE: You know where to go. And |
checked on the tour. This badge is okay for the tour. So, the
fol ks who want to tour will just --

CO.. DDNNEGA: They have to turn it in before they
go.

Lt COL. R DDLE: Yeah, you've got to turn it in
bef ore you | eave.

DR LaFORCE: | assune we can just |eave our stuff
her e?

LtCOL. RIDDLE: Yes, sir.

DR LaFORCE Any closing coments? Pi erce
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Gardner, nice seeing you?

DR GARDNER: Thank you. Sounds like | missed a
great discussion.

DR LaFORCE: Ckay. Those of you who want to take
the tour, we've got to nake sure that whoever is taking this tour
has got a car. GCkay. Thank you, all.

(Wher eupon, at 4:45 p.m, the nmeeting was
adj ourned, to reconvene on \Wdnesday, My 23, 2001, in the sane

room)
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